
Office of Directorate General of Foreign Trade
New Delhi -

Para 4.7 Decision

0718212018 of 2018-19 dated24.08.2018 (actually held on 28.08.2018 and 29.08.2018) considered the cases/issues
under Duty Exemption Scheme (Chapter-4) of Foreign Trade Policy, 2015-20 pertaining to Chemical and Allied
products falling under Chapter 29 and 30, held under the Chairmanship of Shri J.V. Patil, Addl. DGFT in Room No.l I
Udyog Bhawan, New Delhi.

Following members were present:-

Shri Nirmal Kumar, Dy. Director General of Foreign Trade
Consultant, Technical Expert Pharmaceuticals
Consultant, Technical Expert Chemicals

MEETHNG NUMBER :7/82-ALC4/2018 MEETING DATE:24.08.2018

ICase No.:148/6/82-ALC4/2017  Parり Name:VENUS REMEDIES IMeet No/Date:7/82-
‐  ,                     ILTD.,                 :ALC4/2018

‐24.08.2018

‐  IHQ File:01/82/050/00718/AM18/IRLA File              Lic.No/Date:2210014909
1   1                              :22/24/040/00016/AM15/        123.05.2014

1Decision:  The Committee considered the case as per agenda and in the presence ofthe technical

l  ldeCidCd to ratitt the ad― hOc input output norms under para 4.7 of HBP as per details below or as

l  lWhichever is lower:

RA may take appropriate action as per the decision of Norms Committee.

Status:
Approved

expefts, it was

applied by firm

Export product Exp.Qty. Sl.

No.

lmport items Qty.

CEFTRIAXONE/
SULBACTAM l.5 GM/VIAL
POWDER FOR SOLUT10N
FOR INJECTION/1NFUS10N
EACH  VIAL  CONTAINS:
CEFTRIAXONE   SODIUM
EQV.             To
CEFTRIAXONE.… .1000 MG,
SULBACTAM SODIUM EQV
TO  SULBACTAM.… …..500
MG,        DISODIUM
EDETATE.……37 MG.

1000 No Vials l SULBACTAM SODIUM
STERILE

604.44 grams

2 CEFTRIAXONE
SODIUM STERILE

I 160.00 grams

つ
ん

Status:
Approved

experts, it was

applied by firm

1
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Expoft Product Qty. Sl.

No.

Import items Quantity
allowed

ABEERS IMMLINITY
SUPPORT CAPSULES
(MEDICAMENTS OF
AYURVEDIC SYSTEM)

Number 1 Picrorrhiza kurroa (herbal extract powder) 102.0
mg/capsule

う
乙 Tinospora cordifloia (herbal extract

nowder)
102.0

mg/capsule

Glycyrrhiza glabra (herbal extract
oowder)

102.0

mg/capsule

4 Withania somnifera (herbal extract
oowder)

102.0

mg/capsule

5 Emblica officinalis (herbal extract
powder)

76.5 mg/capsule

6 Piper longum (herbal extract powder) 76.5 ms/capsule

7 Ocimum sanactum (herbal extract
oowder)

76.5 mg/capsule

Zingiber officinale (herbal extract
powder)

76.5 mg/capsule

whichever is lower:

,RA may take appropriate action as per the decision of Norms Committee. 」

1)ecision:   The Committee considered the case as per agenda and in the presence ofthe technical

decided to ratifu the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm

whichever is lower:

Export product Exp.

Qty.

Sl.

No.

Import items Qty.

ABEERS LIPID CARE CAPSULES

(MEDICAMENTS OF AYURVEDIC
SYSTEM)

Number
1

Arjun (Terminalia
arjuna) herbal extract
powder

102.O mg/

capsule

2 Fenugreek (Trigonella
foenum graecum) herbal
extract powder

102.O mg/

capsule

Turmeric (Curuma
longa) herbal extract
powder

102.O mg/

capsule

4 Gymnema (Gymenma
sylvestre) herbal extract
powder

102.O mg/

capsule

Black Pepper (Piper
nigrum) herbal extract
oowder

102.Omy
capsule

6 Long pepper (Piper
longum) herbal extract
powder

102.O mg/

capsule

:

RA may take appropriate action as per the decision of Norms Committee.
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lLic.No/Date:0910061664  i        t
:09/24/040/00647/AM15/        104.03.2015

|  ICase No.:65/4/82‐ ALC4/2015  Parり Name:MYLAN       IMcet No/Date:7/82-     status:
|  |                     ILABORATORIES LIMITED   IALC4/2018          1Reiected   l
‐                                                            24.08.2018              1

5 1HQ File:01/82/050/00104/AM16/IRLA File             Lic.No/Date:0910061843  1        1

1 1                1:09/24/040/00662/AM15/    31.03.2015        1       1
1  1Decision:  The Committee observed that the fl111l stiu not submit the reply to the D/L No.35011/240/2015-Pll

l l(Norms)dated 09.09.2015 issued by D/o Pharmaceutical′ hence the Committee decided to rttectthe case.   |

Decislon:  The COmmittee considered the case as per agenda and in the prescnce ofthe technical experts, it wasl

decided to ratif, the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
whichever is lower:

Export product Qty. SI.No. Import items Qty.
( I S,4S,5 S)-4-Bromo-6-

oxabicyclo 13.2.11 octan-7-

one

l kg 1 3-Cyclohexene- I -Carboxylic acid 1.773 kg

2 R(+)-Phenyl ethylamine 1.353 kg

Methylene Dichloride 3.00 kg

4 EthylAcetate 6.30 kg

Flexible Containers Netto Net

Decision: The Committee considered the case as per agenda and in the presence of the technical expefts, it was

by firmto ratit/ the ad-hoc input output norms under para4.7 of HBP as per details below or as applied
is lower:

|

16
|

Export product Qty. Sl.

No
Import items Qty.

TRICLOSAN OR TRICLOSAN USP OR
VIV-20

l kg 1 2,4 DICHLORO PHENOL 1.50 kg

う
４ PERCHLORO EHTYLENE 2.50 kg

SODIUM NITRITE 0.50 kg

4 HEXANE 2.00 kg

ACTIVATED
CARBON(CARBOPAL Gn‐ A ll

0.100 kg

RA may take appropriate action as per the decision of Norms Committee.

, lCase Pa●y Name:LANTECH
IPHARMACEUTICALS LTD

IMcet No/Date:7/82-

IALC4/2018
124.08.2018

Status:
Approved

14

I iRA may take appropriate action

:Party Name:VIVIMED LABS
ILIMITED

IMcet No/Date:7/82-
IALC4/2018

24.08.2018

Status:
'Approved

IHQ File:01/82/050/00112/AM16/RLA File
109/24/040/00700/AM15/

Lic.No/Datc:0910061821

13103.2015
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ICase No.:129/7/82¨ ALC4/2015  1Paty Name:NATIONAL TUBE  Mcet No/Date:7/82¨
|                   IINDUSTRIES,           IALC4/2018
'                            |                            ‐24.08.2018

istatus:

:Approved

17
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|   .1)eCiSiOn:   The Committee considercd the case as per agenda and in the presence ofthe technical experts, it、 vas

l ideCided to ratitt the ad― hOc input output norms under para 4.7 of HBP as per detJIs bdow or as applた d by arm

l  lwhichever is loweri

SI.

No.

Export product Qty. 訛

Ｎ。

Import items Qty.

1 SILICONE OIL l.O CST

(OCtOmethyl Trisiloxane)

l kg 1 SILICONE.065 CST

[HeXamethyldisiloxanc(BRB
O.65)]

884 gram

2 Octamethylcyclotetrasiloxane

(BRB CM 40)
335 gram

SULFONATED SILOXANE(BRB
KSSl)

185 gram

つ
４ SILICONEOILl.5 CST

(Dodecamcthyl Tctra

Siloxanc)

l kg 1 SILICONE.065 CST

[HeXamcthyldisiloxane(BRB
O.65)1

541 gram

つ
４ Octamethylcyclotetrasiloxane

(BRB CM 40)
709 gram

SULFONATED SILOXANE(BRB
KSSl)

183 gram

3 LINEAR SILOXANE
MIXTURE

l kg 1 SILICONE.065 CST

[HeXamethyldisiloxanc(BRB
O.65)]

555 gram

2 Octamethylcyclotetrasiloxane

fBRB CM 40)
595 gram

3 SULFONATED SILOXANE(BRB
KSSl)

57 gram

RA may take appropriate action as per the decision of Norms Committee.

iCase No。 :50/8/82‐ ALC4/2015
'Mcet No/Date:7/82…:ALC4/2018
124.08.2018

Lic.No/Date10610038189  1

Decision: It was observed by the Committee that the firm
Committee. Hence, the Committee decided to reject the case.

5;:ざ;ろ品
u Vυ・VVフ 1゚0ア
 |

did not reply to the information called for by the

Case No.:20/16/82-ALC4/2015 1Parり Name:MYLAN       IMcet No/Date:7/82-     Status:
:LABORATORIES LIMITED   IALC4/2018          :Approved

l           1           24.08.2018      1
1HQ Flle:01/82/050/01340/AM16/1RLA File              lLic.No/Date:0910062338  1

109/24/040/00032/AM16/        .15.07.2015               1:iVyl L+|V4VIUUUJZIAIVI I o/ I ).U /.ZU I )

Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was

decided to ratif,/ the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
whichever is lower:

Export product Qty. Sl.No. Import items Qty

LUMEFANTRINE l kg 1 2,7‐DICHLORO-9H‐
FLUO駆NE

0.76 kg

IParty Namc:PUSILIN
:BIOTECHNOLOGY PVT.LTD.

19

rStatus:
rRejected

:06/24/040/00014/AM16/



つ
４ METHYLENE
DICHLORIDE

1.38 kg

METHANOL 2 19 kg

4 ISOPROPYL ALCOHOL 0.555 kg

5 SODIUM BOROHYDRIDE 0.06 kg

6 DI―BUTYLAMINE 0.50 kg

7 DIMETHYL FORMAMIDE 0.555 kg

P―

CHLOROBENZALDEHYDE
0.3476 kg

9 N―HEPTANE 0.757 kg

10 ACTIVATED CARBON
(CECA ENO PC)

0.01l kg

HEXANE 0.832 kg

RA may take appropriate action as per the decision of Norms Committee

Case No。 :116/13/82-ALC4/2016 1Pa■ y Name:SOFTGEL

iHEALTH CARE PVT.LTD.,
Status:
Deferred

:

Lic.No/Date:0410161132 1Defer Date:

2010.2015             1

Decision: Deferred for comment of TE.

Export product Qty. Sl No. Import items Qty.

LUMEFANTRINE l kg 1 (2S,3S)-1,2‐EPOXY‐ 3‐

(BOC‐ AMINO卜 4¨
0.647 kg

iCase No。 :2/1/82-ALC1/2016   Paty Name:UNIJULES LIFE   ,Meet No/Date:7/82‐     Status:
l                      iSCIENCES LTD.          IALC4/2018           ‐Approved
1         1         24.08.2018     1|         |         ,4.08.2018     :
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Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was

ided to ratib/ the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
whichever is lower:

Export product Qty. Sl.No. Import items Qty.

NOVATRIZO ATE 76 oh(Diatrizoate

Meglumine and Diatrizoate Sodium
Injection USP 760mg/ml) 2000.00Kgs

l Vial 1 DIATRIZOIC ACID 627.168

mg/ml

RA may take appropriate action as per the decision of Norms Committee.

「
|  IHQ File:01/82/050/01462/AM16/1RLA File               :Lic.No/Date:0910063114           ‐

i l                l:09/24/040/00571/AM16/    :08.01.2016               11 -~｀ … …… …  … ~…   … …   …
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PHENYLBUTANE

(3S,4aS,8aS)-3-N― tert

Butylcarboxamido

Methylene Dichloride

RA may take appropriate action as per the decision of Norms Committee.

Decision: The Committee considered the case as per agenda and in the presence of the technical experts. it was

decided to ratifo the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
,whichever is lower:

Export product Qty SI

No
Import items Qty.

Rosuvastatin Calcium l kg 1 Z-8 14 -(4 -F luorophenyl)-6-
Isopropyl-5 -Formyl-2 (N-
Methyl-N-
Methanesulfonylamino)
Pyrimidinel

l.338 kg

2 Methyl Tert.ButyI Ether

(MTBE)
10 00 kg

3 Methanol 5,00 kg

4 J¨6[Methyl(3R)-3‐ Tert―

Butyldimethylsilyloxy)-5-

Oxo¨ 6-

Triphenylphosphoranylidenc

Hexanoatel

1.80 kg

5 Diethylmethoxy Borane It was observed that the

firm did not provide

any details of this raw

material, hence the

Committee decided not

to allow this import

item.

6 Sodium Borohydride 0.28 kg

RA may take appropriate action as per the decision of Norms Commiffee.

:14

,

I)ecislon:   Thc committcc considered the case as per agenda and in the light of earlier decision taken by NC in its

,8/82 meeting dated I 1.07.2013, it was decided to ratifz norms for the following export product:

l. Secura Protective Cream 40 Gms.
2. Secura Protective Cream 50 Gms.

6

2 0.598 kg

L-Quinargine 0.42 kg

4 Methanol 4.30 kg

6.24 kg

Case No.:17110182-ALC4/20|6 Party Name:IND-SWIFT
:LABORATORIES LTD。 ,

Mcet No/Date:7/82-

ALC4/2018
24.082018

Status:
Approved

IHQ FHeiO1/82/050/00363/AM17/1RLA File :Lic.No/Date:2210015407

:01.02.2016

, rCase No.:69/l/82- ALCll20l6 lParty Name:ENCUBE
I ] ETHICALS PVT LTD

つ
４

７Ｄａ

‐８

８¨̈
２４．０８．２０‐

. Status:

lApproved

i

HQ File

:鷺λ』::OЮ0922/AM16/   ILた
。No/Datα0310802291

:08.02.2016



J.

4.
5.

6.
7.
8.

9.
10.

Si.rru fiot"ctive bintrn.nt zo c*t.
Secura Protective Ointment 159 Gms.
Secura Moisturizing Cream 85 Gms.
Secura Moisturizing Cream 184 Gms.
Secura Extra Protective Cream/ Secura Extra Protective Cream Z 30 92 Gms.
Secura Extra Protective Cream 219.7 Gms
Secura AF Greaseless 57 Gms.

Secura Antifungal Extra Thick 92 Gms.
I I . Secura Moisturizing Lotion 236 Ml. (238.36 Gms. as SG is 1 .0 I )

12. Secura Moisturizing Lotion 60 Ml. (60.6 Gms. as SG is 1.01)
13. Unicare Moisturizing Lotion 236 Ml. (238.36 Gms. as SG is I .01 )
14. Unicare Moisturizing Lotion 60 Ml. (60.6 Gms. as SG is l.0l)
15. Uni Derm Moisturizing Cream 85 Gms.
16. Uni Derm Moisturizing Cream 80 Gms.
17. Secura Extra Protective Cream 90 Gms.
18. Secura Protective Cream /Secura Protective Z l0 78 Gms.
19. Solosite Wound Gel 85 Gms

Lder Para 4.7 of HBP vl as per details given below or as applied by the firm, whichever is less:

No. 1,2 &18 SECURA Protective cream 40gms.,50gms., & 78gms.

S. No. Name of ingredients Qty.(Kg.) allowed per kg of
export product with 2oh wastase

1 Petroleum White Fonoline Petrolatum (WF) 0.1530 kg
つ
４ Cetaryl Alcohol bearing brand/trade name Lanette O or

any other
0.0408 kg

Mixture of stearyl alcohol with non- ionic emulsifier
bearing brand/trade name emulgade F or any other

0.0714 kg

4 Wickenol 163 0.0204 kg

2.5-Dioxo-4-imadazol lidinyl Urea 0.00204 kg

6 Spray dried Aloe vera powder Regular 100 x 0.000383 kg
7 Clove bud oi1/clove oil 0.00204 ke

Zinc oxidc USP 0.102 ke
9 Plastic tube HDPE 40 gms As per packaging policv

S. No.3& 4 SECURA Protective ointment 70 gms & 159 gms.

S. No. Name of ingredients Qty.(Kg.) allowed per kg of
export product with2Yo wastage

1 Petroleum jelly yellow/White bearing brand/ffade name
petrolatum white Fonoline or any other

0.98789

2 Clove bud ol1/clove oil 0.00306

Vitamin A&D3in com oil 0.0001

4 Dve D&C sreen no. 6 0.00001

5 Plastic tube made up of HDPE 70 ems As per packaging policy

No.5& 6 Secura moisturizing cream 85 gms & 184 gms

Name of ingredients Qty.(Kg.) allowed per kg of

Petroleum jelly yellow/White bearing brand/trade name
white Fonoline or any other

White Mineral oil Bearing Brand/tradename Super
White Protopet or any other

Sorbitan Sesquioleate bearing brand

S. No.

0.1258 kg

つ
４ 0.0204 kg

0_0306 kg



M744/PERFUME M77‐467 0.00051 KG

LQ‐(SG)(SORBITAN SESQU10LEATE/CRILL 43)or
any other

S. No. 7,8 & l7 SECURA Protective Cream 92 gms,219.7 gms & 90 gms

10 Secura Antifungal extra thick 92 gmsISo No.

S.No. Name of ingredients QtV.(Kg.) allowed per kg of
export product with 2ohwastaee

1 Petroleum (White Fonoline Petroleum) 0.4164
つ
４ Methyl Glucose (Glucate Do) 00520
3 Minera1 0il Kyadol 0.0418

4 Cetearyl Alcohol (Lanette O) 0.0624

5 Cellulose Gum(Akucell AF 2781) 0.0312

6 Karaya Gum
Gum Karaya Mk 200 (Pharma Grade)

0.0728

7 Lonzaguard benzothonium chloride 0.00133

8 Diazolidinyl Urea

Gerlnal H
0.00204

Zinc oxide 0.3122

S. No. 9 Secura Antifungal greaseless 57 gms

S.No. Name of ingredients Qty.(Kg.) allowed per kg of
export product with 2Yowastase

1 Allantoin 0.00204 kg
う
４ Petroleum Jelly yellow/white bearing Brand/ Trade

name super White Protopet or any other
0.1530 kg

3 Cetearyl Alcohol bearing brand/trade Name Lanettee O
or any other

0.0612 kg

4 Mixture of Stearyl Alcohol with nonionic Emulsfer
Bearing brand name Emulgade F or any other

0.0714 kg

Wickenol 163 0.0204 kg
6 2.5-DIOXO-4‐lMIDAZOLLIDINYL UREA bcaring

brand name AHantoin or any other
0.00204 kg

7 Glyceryl Stearate Drewmulse 200 K Flake 0.0408 kg
Plastic tubes made up of HDPE whether printed or not,
57 grams

As per packaging policy

S.No. Name of ingredients Qty.6g.) allowed per kg of
export product with 2%o wastaee

1 Petroleum Jelly yellow/white bearing Brand/ Trade
name Petroleum or White Fonoline any other

0.4080 kg

2 METHYL GLUCOSE DIOLEATE bearing brand/
trade name GLUCATE TM DO EMULSIFIER orany
other

0.0510 kg

White Mineral Oil Bearing Brand lTrade name Kaydol
or any other

0 0408 kg

4 Cetearyl Alcohol bearing brand / trade name Lanettee O
or any other

0.0612 kg

5 CELLULOSE GUM Bearing 3rand/trade Na歴

型⊆二堅ルAF 2781W or any other
0.0306 kg

6 Karaya Gum bearing brand,/ trade name pWD
KARAYA GUM SUPERIINE MK 200 FCC or any
other

0.0714 kg

7 Benzethonium Chloride USp Bearing brand/trade name
Lonza Guard or any other

0.00133 kg



DIAZOLIDINYL UREA Bearing brand /trade name
GERMALL II or any other

0.00204 kg

9 ZINC OXlDE USP GRADE 0.3122ke
10 Plastic tubes made up of HDPE whether printed or not

92 erams
As per packaging policy

-l

S. No. 11 & 12 Secura Moisturising lotion 236 ml. & 60 ml.

S. No. Name of ingredients Qty.(Kg.) allowed per kg of
export product with 2Yo wastage

1 Petrolatum j elly yel low/White bearing brand/trade
name White Protopet ls or any other

0.0204 kg

つ
４ Glyceryl Stearate Drewmulse 200 K Flake or any other 0.0102 kg

Cetearyl Alcoho+Cleterath 20 bearing brand/trade
name COSMOWAX AX J PLASTILLES or any other

0.0153 kg

4 Stearic Acid Bearing brand/trade name Emersol 132 or
any other

0.0204 kg

S. No. 13 & 14 Unicare moisturizing lotion 236 ml. & 60 ml.

S. No. Name of ingredients Qty.(Kg.) allowed per kg of
export product with 2o/o wastage

1 Spray dried Ale Vera Powder Regular l00X (TD 013)
Alternate Name Aloe Vera Barbadensis

0.00051 kg

2 2.5-DIOXO-4-l M IDAZOLLIDINYL U REA bearing
brand name Allantoin or any other

0.0051 kg

Stearic Acid UREA bearing brand / trade name

Lanettee l8 or any other
0.0255 kg

4 Stearyl Alcohol bearing brand/ trade name Lanettee l8
or any other

0.0061 kg

5 Lecithin bearing brand/trade name LECITHIN
YELKIN DS or any other

0.00255 kg

6 Fragrancc M 744 PEFUME M77¨ 467 0.00102 kg

No. l5&16 Uniderm moisturizing cream 85 & 80 gms

S. No. Name of ingredients Qty.(Kg.) allowed per kg of
export product with 2ohwastage

1 White Mineral Oil bearing brand/.trade name Kaydol or
any other

0.204kg

つ
４ PHARMALAN PH EUR 0.0714 kg

Petroleum Jelly yellow/white bearing brand name Super

White Protopet White or any other
0.0714 kg

4 Sorbitan Sesquioleate bearing brand name SPAN83-L-
(SGXSORBITAN SESQUIOLEATE/CRILL 43)or any

other

0.0306 kg

Benzethonium Chloride USP Bearing
brand/brand name Lonza Guard or any other

0.00153 kg

6 Vitamin A&D3Com Oil 0.000102 kg

7 PERFUME M77-467 Fragrance M744 0.00051kg

Plastic Tubes made up of HDPE whether printed or not

85 gms
As per packaging policy

No. 19 Solosite wound gel85 gms

S. No. Name of ingredients Qty.(Kg.) allowed per kg of
export produ ct w ith 2o/o

9

ヘ



10

0.01785

.RA may take appropriate action as per the decision of Norms Committee.

AHantoin(2‐ 5 dioxo-4¨ imidazoHidinvl urea

| ,Case No.:13/10/82‐ ALC4/20161P田ッName:IND‐ SWIFT    ,Mcet No/Date:7/82-    :Status:
ILABORATORIES LTD.,     IALC4/2018          :Approved
i                           124.08.2018             :

I FttemJ釧 oぉかAL御 知 6鵠
淋 貶 器  控 棚 TJ脇  :器 hed l

1 lo品   ―t品…― 獄儡:"面54171  :. :01/82/050/00359/AM17/    1:22/24/040/00109/AM16/    117.02.2016        1         1

Export product Qty Sl.No. Import items Qty.

Simeprevir
Sodium

l kg 1 (2R,3aR, l0Z, I I aS, 1 2aR, 1 4aR)-
2,3,3a,4,5,6,7,8,9,1 1a,12,13,7 4,1 4a-T etradecahydro-2-[[7-
methoxy-8-methyl-2-[4-( I -methylethyl) -2-thiazolyl)-4 -
quinolinylloxyl-5-methyl-4, I 4-
dioxocyclopenta[c]cyclopropa[g] [ 1,6]di azacycloteftadecine-
I 2a( I H)-carboxylic acid

1.03 kg

RA may take appropriate action as per the decision of Norms Committee.

Decision: The Committee considered case as per agenda in the presence of the technical experts and taking cue
from its earlier decision taken in Meeting No. 4/82-ALC4l2O18, dated 19.06.2018 against Advance Authorization
INo.2210015847 dated 18.01.2018,decided to ratitt the ad¨ hOC input output nolllls under para 4.7 ofHBP as perl

,dCtJIS below or as applた d by nrm whicheverisloweE
161

Export product Qty. Ｓ‐．
Ｎ。

Import items Qty.

Ropinirole Hydrochloride l kg 1 N-(2-Methyl-3 -Nitrophenethyl)-N-
Propylpropan- I -Amine Hydrochloride

2.146 kg

つ
４ Methanol 5.54 kg

Toluene 9.81 kg

4 Acetone 4.76 kg

'RA may take appropriate action as per the decision of Norms Committee.

|

卜7

iCase No。 :82/7/82-ALC4/2016

,whichever is lower:

Export product Qty. SI. Import items Qty.

」

Akucen sw 3009 x 181

'Case No。

:79/7/82‐ALC4/2016  1Party Name:OPTIMUS DRUGS
iPRIVATE LIMITED

,Meet No/Date:7/82-

IALC4/2018

124.08.2018

Status:
Approved

IHQ File:01/82/050/00253/AM17/IRLA File :Lic.No/Datc:0910063240

'10.02.2016

IParり Name:OPTIMuS DRUGS

,PRIVATE LIMITED

No/Date:7/82‐

:針留鰍f
IHQ Flle:01/82/050/00256/AM17/:RLA Filc

:09/24/040/00721/AM16/
:Lic.No/Date:0910063357

b3.03.2016
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: RA may take appropriate action as per the decision ofNorlns Committee

1

No.

Dac latasvir Dihydrochloride l kg 1 4,4-B is(Chloromethyl)Biphenyl 1 00 kg

つ
４ BOC― L―Prolinc(OR)N‐ BOC―

PROLINE
1.15 kg

N-(Methoxycarbonyl)-L-valine ( OR)
Moc-l-valine

0.55 kg

Case No。 :67/4ノ82‐ALC4ノ2016 IPTけ Name:STRIDES SHAStIN~IMcetNo/Date:7/82‐
~~~~~

ILIMITED              IALC4/2018
1        '40&2∝ 8

18

Status:
Approved

:ision: ihe Co*rnittee considered the case as per agenda and in the presence oittre tectrnical experts. it was

ided to ratifu the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
ichever is lower:

Export product Qty. SI.No. Import items Qty.

GABAPENTIN TABLETS USP 600
MG

Number l

GABAPENTIN USP
612.00 1ng

/tablet

2 Mannlol(Pcarlitol 1 00

SD)USP/NF
91.5

mg/tablet

Copovidone/Plasdone S―

630 USP/NF/Ph.Eur.

30.0 1ng

/tablet

4 Poloxamer(Lutrol M 127)

NF.

1.00

mg/tablet

Magnesium Stearate VEG.

EP/USP/NF
2.00

mg/tablet

6 Hydroxy Propyl Cellulose
NF.Ph.Eur(Klucel-EF PH)

30.00

mgんablet

7 Low‐ substituted

Hydroxypropyl ceHulose

USP/NF,JP(LHPC LH―
21)

10.00

mg/tablet

RA may take appropriate action as per the decision of Norms Committee

Decision: The Committee observed that the firm still not submit the reply to the information as asked for vide

rMinutes of the Meeting No. 3l82lALC-412018, dated 05.06.2018 (actually held on 27.06.2018,28.06.2018 and

,05.07.2018) , hence the Committee decided to reject the case.

,Status:
Rejected

ぽTTT甲晋
~M輛戸…岬赫
124.082018     :

1                       1し l■liじ ALb rV i LllJ        IALし 4/ZU10           1

:           |           124.082018     :

19轟33月5900118ハ M17/  1ttλ昇::0/01044ハ Mlα   l諸どち品lα
0310803171 1

:Decision:  The Committec observed that the f1111l still not submit the reply to the infollilation as asked

RLA File :Lic.No/Date:0410161684

:04.032016

iCase No.:186/10/82-
IALC4/2016

,Paty Name:VOVANTIS
iLABORATORIES PVT LTD

,Meet No/Date:7/82-

:ALC4/2018
124.08.2018

120
IRLA File

134/24/040/00290/AM16/

ILic.No/Date:3410042021

130.03.2016
:HQ File
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27.06.2018, 28.06.2018

10Aお :biた
'ん

3b′bbibι/AMiブ薇LA liお  …
…    ‐

 Litiヽ 6′5話16jio863``b l      l
l                            :03/94/040/01108/AM16/       13103.2016              1            :

IDecision:  The Committee considcred the case as per agenda and in the presence ofthe technical experts,it was

decided to rati$ the ad-hoc input output norms under para4.7 of HBP as per details below or as applied by firm

andl

ら1伴
hChev釘、bw∝

つ
４
つ
４

Export product Qty. Sl.No. lmport items Qty.

(S,S,S)-2-Azabicyclo-[3,3,0]Octane-3-

Carboxylic Acid Benzyl Ester

Hydrochloride

l kg 1 L-Serine 1.50 kg

つ
乙 Benzyl Alcohol 2.128 kg

5% Palladium on Carbon
Catalyst

0.050 kg

RA may take appropriate action as per the decision of Norms Committee

ICase No.:123/7/82‐ALC4/2016  Party Name:AARTI         IMeet No/Date:7/82¨      lstatus:
IINDUSTRIES LIMITED      IALC4/2018          1Approved

12408.2018              1

HQ File:01/82/050/00297/AM17/IRLA File            Lic No/Date:0310803819

:03/94/040/01038/AM16/ .06042016

Decision: The Committee considered the case as per agenda and in the presence of the technical experts. it was
rdecided to ratif, the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
:whichever is lower:

Exporl product Qty. SI No. lmport items Qty.

(lS,3S,5S)‐2-

AZABICYCLO(3.3.0)OCTANE-3‐

CARBOXYLIC ACID BENZYL
ESTER HCL

l kg 1 L-Serine 1.50 kg

つ
４ Benzyl Alcohol 2.128 kg

3 5% Palladium on Carbon
Catalyst

0.050 kg

RA may take appropriate action as per the decision of Norms Committee

Party Name:ALEMBIC     IMcet No/Date

lPHARMACEUTICALS LTD  24.08.2018ALC4/2016

23 1HQ Filc IRLA File
:01/82/050/00527/AM17/   ::34/24/040/00021/AM17/

:Deferred

10042142 rDefer Date:

l

ILic.No/Date:34

‐05.05.2016

IDecislo■ : Reply received fl・om the nrm

Case No.:86lll/82-ALc4l20t6 .party Name:ALMELO rMeet No/Date:7|g2_ALC4l2Olg,Strtr$
PRIVATE LIMITED ;24.08.2018 iRejected

Uq fite RLA File
241:0u82/050/oo62o/AMt7/ ::osnqroioroo0s6tAflt7/ lil'..T:ii,?':0e10063626 , l

'Decision: The Committee observid irrai trre firm still not submit liie i.piy t" ir,.'irf"r*"ti"" ,r'air..a ro. uia.'veLtrru[' rue uulttrrrrr.{.sc uoserve{] tnal tne Ilrm Stltl not submlt the reply to the intbfmation as asked for vide
lMinutes of the Meeting No. 3/82/ALC-4/2018, dated 05.06.2018 (actualiy-held on 27.06.201g,2g.06.201g and
05.07.2018) , hence the Committee decided to reject the case.
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編渤動耐  ―
翻PII野f~1鰈

面0804971

: The Committee considered the case as per agenda and in the presence of the technical experls. it was

ided to ratif the ad-hoc input output norms under para4.7 of HBP as per details below or as applied by firm
whichever is lower:

Export product Qty. Sl.No. Import items Qty.

IMIPENEM(STERILE/TECHNICAL) l kg 1 ACETONE 6.03 kg

つ
４ ACTIVATED CARBON 0 100 kg

P‐NITROBENXL‐ 6‐ (ト
HYDROXYETHYL)-1-
AZBICYCLO(3.2.)HEPTANE‐
3,7-D10NE-2-
CARBOXYLATE/BCK

1.872 kg

4 CYSTEAMINE
HYDROCHLORIDE

0.672 kg

DIPHENYL
CHLOROPHOSPHATE
(DPCPヽ

1.596 kg

6 ISO PROPYL ALCOHOL 20.51 kg

7 METHYLENE DI CHLORIDE
rMDCヽ

17 20 kg

METHANOL 2.54 kg

9 TETRAHYDRO FURAN 0.97 kg

10 2.5%PALADlUM ON
CARBON

0.002 kg

ACETIC ACID 0.60 kg

う
４ ACETIC ANHYDRIDE 0.51 kg

BENZOYL CHLORIDE 1.20 kg

14 BENZYL ALCOHOL 0.90 kg

DIISOPROPYLE
ETHYLAMINE(DIPEA)

1 86 kg

16 DI METHYL AMINO
PYRIDINE(DMAP)

0.0232 kg

17 DIMETHYL FORMAMIDE
(DMF)

0.35 kg

HYFLOW 0.410 kg

19 N METHYL MORPHOLINE 1.65 kg

20 N METHYL PYRILIDONE 2.50 kg

RA may take appropriate action as per the decision of Norms Committee

洋
‐
‐
‐２６
‐
‐
ト

:こ五おNよ liう 1/1o/82‐ ALё 4''Ol七

HQ File:01/82/050/00467/AM17/ RLA File              iLic.No/Date:0910063765

1:09/24/040/00032/AM17/     108.06.2016

Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was

to ratifu the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm

Status:
Approved

|

!

| |

IMcet No/Date:7/82‐

:ALC4/2018
124.082018



Export product Qty. Sl.No. Import items Qty.

Daclatasvir Dihydrochloride l kg 1 4,4-

Bis(ChlorOmethvl)BiDhenVl

1.00 kg

2 BOC¨ L―Proline

(OR)N― BOC―PROLINE
1.15 kg

3 N-(Methoxycarbonyl)-L-
valine
( or ) Moc-l-valine

0.55 kg

4 I -(3 -Dimethylam inopropyl)-
3-ethylcarbodiimide
hydroch loride(EDC-HCL)
or EDC-HCL ORN-(3-
Dimethylaminopropyl)-N-
ethylcarbodiimide
hydrochloride (EDC)

0.60 kg

14

whichever is lower:

RA may take appropriate action as per the decision of Norms Committee

ごItt   F蘊
濡 評
正
~

|

lli:|:ii:li::|||…

… ~~~~~~~― ‐

|

27‐
19∫:):50/00595/AM17/

28‐
19屁:):50/00369/AM17/

RLA File

IRLA File

:05/24/040/00128/AM17/

RLA File

:22/24/040/00022/AM17/

SCIENCES PVT.LTD.,

,RLA File

103/95/040/00304/AM17/

IMcet No/Date:7/82-

IALC4/2018
124.08.2018

Lic.No/Date:0910063781

124.08.2018

:Lic.No/Date:0310806238

:09/24/040/00017/AM17/ 10906.2016

Decision: The committee observed that the firm still not submit the reply to the
Minutes of the Meeting No. 3l82lALC-412018, dated 05.06.201g (actually held on
05.07 .2018) , hence the Commitree decided to reject the case.

ёttζきヽこ:2」
'10/8ふ

ALё 4′,bi`,1■ 五ヽ

“`:ittё
kifi

lBENCKISER(lNDIA)
IPRIVATE LIMITED,

infomation as asked fOr vide

27.06.2018, 28.06.2018 and

IMeet No/Date:7/82-   iStatus:Reiected
:ALC4/2018        1
24.082018     1
1Lic.No/Date:0510398826 1
116.06.2016             1

Status:Deferred

'4.08.2018      1
:Lic.No/Date:22100155H iDefer Date:
123.062016             1

Decislon:  The COmmittec observcd that the arm still not submit the reply to the infomation as asked for宙
del

Minutes of the Meeting No. 3/82/ALC-4/2018, dated 05.06.2018(actuaHy held On 27.06.2018, 28.06.2018 andl

05.072018),henCe the Committee decided to rttectthe case.                            |

‐Case No.:109/10/82-

ALC4/2016

HQ File

Parり Name:DSM SINOCHEM IMeetNo/Date17/82-
‐PHARMACEUTICALSINDIA IALC4/2018

IPVT.LTD.

291:01/82/050/00455/AM17/

Decislon: The Commtttee observed that the nrm neither attended the PH nor submit the detal:s as asked for

ude Minutes ofthe Meeang No.3/82/ALC-4/2018,dated 05.062018(actually held on 27.06.2018,28.06.2018 and

05.07.2018),henCe the Committee decided to give last opportunity to nrm to attend PH and submit its reply,failing‐

which′ its case will be reiected.

.Case No.:10/11ノ
82‐ALC4/201`

IHQ File
301:01/82/050/00544/AM17/

Paty Name:MATRIX FINE   IMeet No/Date:7/82-ALC4/2018

14.07.2016

infonnation as asked fOr videl

27.06.2018,28.06.2018 andi

IStatus:

:Reiected
|

Decision:   The Conllnittec Observed that the flrln stin not sub.lit the reply to the

,Minutes of the Meeting No.3/82/ALC-4/2018,dated 05.06.2018(actually held On
05.07.2018),henCe the Committee decided to r● eCt the case.
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Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was

decided to ratify the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
whichever is lower:

Export product Qty. Sl.No. lmport items Qty.

OLMESARTAN MEDOXOMIL l kg 1 TRITYL OLMESARTAN
MEDOXOMIL

1.70 kg

う
ι DICHLOROMETHANE 2 70 kg

ACETONE 1 58 kg

RA may take appropriate action as per the decision of Norms Committee

is lower:

RA may take appropriate action as per the decision of Norms Committee.

―
―
コ

l  iCase No.:19/13/82‐ ALC4/2016  Parり NameiFRESENIUS KABI IMeet No/Date:7/82-     ‐Status:    |
1  1                    10NCOLOGY LIMITED      IALC4/2018          1Approved
‐   '                                                        124.08.2018

舞Oiお b1/82/06″b6`ムウ広 Miデ IRLA nお         ■おヽル5屁まo5ibbう040,~|    |
:                             ::05/23/040/00234/AM17/        119.08.2016               1            :

:Decision:  Thc Committce considcrcd the case as per agenda and in the presence ofthe technical experts, it was

ideCided to ratitt the ad― hOC input output norms under para 4.7 of HBP as per details below or as applied by nrm

Export product Qty. Sl.

No.

Import items Qty

PACLITAXEL SEMI SYNTHETIC l kg 1 2-(PMP)― N‐ Bz― Ph¨

Oxazolidine Carbox Acid.

White to offwhite crystanine

powder with Assay NLT 98%.

1.12 kg

2 Silica Gel.
White ctystalline solid with
moisture content not more
than95oh.

20 00 kg

Cerrous Chloride Anhydrous.
White to greenish blue
hygroscopic powder with
Assay NLT 95%.

0.100 kg

4 Taxus Baccitta Lcaves.

Greenish leaves powder、 vith

D/L ratio NLT O.1

1722.00 kg

…
赫
…  

「

~
1

:

,HQ File i01/82/050/00778/AM17/ ILic.No/Date:0510399507
11908.2016

|

RLA File

iCase No.:9/14/82‐
ALC4/2016

1

Paty Name:ALEMBIC
PHARMACEUTICALS LTD

lMcet No/Date:7/82-

:ALC4/2018
124.08.2018

jStatus:

:Approved

:HQ File:01/82/050/00807/AM17/1RLA File ILic No/Datei3410042403   1

104.08.2016              1|:34/24/040/00133/AM17/

Meet No/Date:7/82-

:ALC4/2018
124.08.2018

,Status:

rApproved
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,Decision: Committee considered case as per agenda and deliberated on the matter in the presence of the technical 
,

lexperts and it was decided to ratify the ad-hoc input output norms under para 4.7 of HBP as per details below or as 
,

1applied by firm whichever is lower:

, Export Product
rClarithromycin Carbomer Granules 43.5% I 43.75yo I 44% -- l kg

RA may take appropriate action as per the decision of Norms Committee

iCase No.:164/13/82‐

IALC4/2016
Pa“y Name:HETERO LABS
ILIMITED

Meet No/Date:7/82-

:ALC4/2018
124.08.2018

IRLA File               Lic No7/Date:0910064091  1Defer Date:

Status: Deferred

34

HQ Flle

:01/82/050/00792/AM17/ :09/24/040/00311/AM17/ 01.09.2016             1

:蹴Rttrt鱈儡 :胤驚ζl:鼈liぴば編響蹴F:書観f:鰍l織″fi縄
IWhich′ its case will be rttected.

1濡
繹 薦
~剛

…
…

1

ICase No.:105/13/82¨ ALC4/2016 Paty Name:AARTI DRUGS
ILIMITED

:RLA F‖ e

,:03/94/040/00487/AM17/

Decision:Committee considered case as per agenda

ratif normsrmeeting 05.06.2018, it was decided to
rapplied by the firm, whichever is less:

'Meet No/Date:7182-
ALC4t20t8

lzq.os.zots

Lic.No/Date:0310807836  1

116.09.2016              1

and In the light of earliei decision iaten UV NC in its 3/g2 .

under Para 4.7 of HBP v1 as per details given below or as ,

Meet No/Date:7/82-
‐ALC4/2018
24.08.2018

~~1面
餌Deferd

351:01/82/050/00796/AM17/ :09/24/040/00301/AM17/ 10109.2016

IDecislon: The Committee observed that the irm neither attended the PH nor submit the detalls as asked for
ude Mhutes ofthe Meeung No.3/82/ALC‐ 4/2018,dated 05 06.2018(actudly held On 27.06.2018,28.06 2018 and
0507.2018),henCe the Commi■ ce decided to g市 e last opportunity to nrm to attend PH and submit its reply,failing

,WhiCh′ itS case wi!l be reiected.

,Status:
Approved

36

S.NO. Import Items Norms recommended for export of 1 kg

1 Clarithromycin

Or its raw material as per SION A-2263 on
pro-rata basis

0.4394 kg

2 Carbopo1 974P 0.370 kg

Item of Export Quantity Sl.

No.

Item of Import Quantity allowed
in kg

Norfloxacin l kg 1 2,4 Dichloro-5-Fluoro
Acetophenone(DCFA)

0.877

2. Dimethyl Carbonate 0789
3. Sodium Hydride 0.289

4. Toluene 0.800

Acetic Acid 0.289

IHQ File IRLA File :Defer Date:    |

IHQ File
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6. Dimethyl Sulphate 0.670

7 Dimethyl Formamide 0385

Mono Ethyl Amine(70%) 0.439

9 Caustic Flakes 0.410

10
Sulfuric Acid

Not importable

item

Methanol 0.150

;RA may take appropriate action as per the decision of Norms Committee.

,Case No.:90/16/82-ALC4l20l6 ,Party Name:MAHIMA LIFE lMeet No/Date:l182- Status:)' I SCIENCES PVT.LTD. :ltCqtZOtS Deferred

I 
tv''L'u' 

24.og.2org

^- Uq iite RLA File Lic.No/Date:05103g9749 Defer Dare:rt :0ll82l05OlOOgO7lAMl7l :0512410401002291AM17t l6.Og.2Ol6

;Decision: The Committee observed that the firm did not attend the PH as asked for vide Minutes of the Meeting
, iNo. 3l82lALC-412018, dated 05.06.2018 (actually held on 27.06.2018,28.06.2018 and 05.07.2018), hence the

'Committee decided to give last opportunity to firm to attend PH, failing which, its case will be rejected.

| ICase No.:94/16/82-ALC4ノ 2016 Party NameiMAHIMA LIFE   IMeet No/Date:7/82¨     Status:
|                    ISCIENCES PVT.LTD.      IALC4/2018          Deferred

124.08.2018                            ‐1  1                    1                    t                 .

18おЪ晶児50/00911ハ M17/  1職た場liO/00230/AM17/  1脊ご%Rl°
0510399750 

‐
Detr Dttα

  ‐
l b`ご i:iぶ品

~7・
he“品林|:Lとも6亮んとしth:ti^き hlふ缶a not attend the PH as asked for ude Mhutes ofthe Meedngl

l  lNo.3/82/ALC¨4/2018,dated 05.06.2018(actually held on 27.06.2018,28.06.2018 and 05.07.2018),henCe the

l lCOmmiice decided to g市 e last opportunity to nrm to attend PH,faihng which′ its case will be relected.

I CaseNo.:95/16/82-ALC4/2016 Parり Name:MAHIMA LIFE  ,Mcet No/Date:7/82-    ‐Status:
|  |                    :SCIENCES PVT.LTD.      :ALC4/2018          1Deferred     l

124.08.2018              1

'9お

13児50/00912/AM17/  1職 ち刷 :OЮ0222/AM17/  1腎 ∬ %Rlα
0510399746 1DetrDatc  l

l  lDecision:  The Committee observed that the firm did not attend the PH as asked for vide Minutes ofthe Mceting

l  INo.3/82/ALC-4/2018,dated 05.06.2018(actually held on 27.062018,28.06.2018 and 05.07.2018),hcnCe thel
l iCommittee decided to g市 e last opportuniり to flrln to attcnd PH,failing which′ Is case wil!be reiected.      |

|~1む1:`ヽも::うウ′it/8】:ALC4/2bi` IPll'｀五hも:MAHiMA~LI「Ё  'Mさ
`iヽ

o/b:181カなメ    Siitiζ :     ‐
:  |                    ‐SCIENCES PVT.LTD.      IALC4/2018          Deferred

124.08.2018                            ‐
1  1                           1                           t                       ,              1

1o濡既蕊鳥LI詰; 琺漱鳥お:il話1~1需策ふ03997"1品品1 1
1  1Decision:  The Committee observed that the firm did not attend the PH as asked for vide Minutes ofthe Meetingl

l  lNo.3/82/ALC¨4/2018,dated 05.062018(actually held on 27.06.2018,28.06.2018 and 05.07.2018),henCe the

l iCOmmhee decidcdto g市 c last opportunity to nillitO atend PH,failing which′ its case will be rdected.      
‐

「
PseN∝

6″υ82-ALC″2mτ
~舞

的 Nam3MAⅢ MALrE ttdNo/Dttα 782F~~師 高 」

~~

iSCIENCES PVT.LTD.      :ALC4/2018          1Deferred

h   品 124.08.2018              1

:Lic.No/Date:0510399744 1Defer Date:

| |:01/82/050/O H 83/AM17/    1:05/24/040/00221/AM17/    116.09.2016         1

1   1)ecision:  The Committee observed that the firm did not attend the PH as asked for vide Minutes ofthe Meeting

l  INo.3/82/ALC-4/2018,dated 05.06.2018(actually held on 27.06.2018,28.06.2018 and 05.07.2018),henCe the
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ICommittee decided to give last opportunity to flrln to attend PH,ね iling which′ ■s case will be raected.

lDecision: The Committee considered the case as per agenda and in the presence of the technical experts, it was

rdecided to ratiry the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
,whichever is lower:

Export product Qty. Sl.No. lmport items Qty.

Ampicillin anhydrous l kg 1 6-Amino penicillanic acid(6-APA) 0.715 kg

2 D-(-)-Alpha phenyl glycine base(PG base) 0.50 kg

Immobilized amidase (HIT-ABC) 3.0 grams

4 Isopropyl alcohol 1.20 kg

RA may take appropriate action as per the decision of Norms Committee.

||    「M‐D   I瑠盤ぜ  1山‖“ |
13器3鷺 :λ:ふII″  1協璃:鳳lilI話,~~庁認L需

雨両66419「
IDeferDate「 1

Decision: The Committee observed that the firm neither attended the PH nor submit the details as asked for ,

, vide MinutesoftheMeetingNo.3/82/ALC-412018,dated05.06.2018(actuallyheldon27.06.2018,28.06.20l8and;
05.07.2018) , hence the Committee decided to give last opportunity to firm to attend PH and submit its reply, failing
y1ttic!,1t.sc1sey-1t|berejected'

―一――一―――‐―――薦「
1窮F蔽
~

l  iCaseNo.:114ノ

13/82-ALC4/2016F:]↓

11)[Ile:HETERO LABS

| lr■ マ Γ llじ

1441:01/82/050/00742/AM17/
IHQ File

1薫漏A)∫:児50/00742/AM17/     ~FF;ち:λ:0/0031/AM17/ ~~~~~獅
bILic.No/Date:0910064192  1Defer Date:

IDecision: The Committee observed that the irm neither attended the PH nor submit the detalls as asked for

vide Minutes ofthe Meeang No.3/82/ALC-4/2018,dated 05.06.2018(actually held on 27.06.2018,2806.2018 and

0507.2018),henCe the Committee decided to give last opportunity to flrm to attend PH and subml its reply,failing

,WhiCh′ itS case will be relected.

l  iCase No.:11/17/82-ALC4/201`

461

1 ,HQ File:01/82/050/00972/AM17/

|  ICase No.:90/13/82-ALC4/2016  1Parサ Name:AMI ORGANICS  iMcet No/Date:7/82-     IStatus:   |
| |
I                     IPVT LTD.              :ALC4/2018          ,Deferred  l

124.08.2018              :           :

I″
…
「
…
臨辮Pi004茄ウ
…Ⅲ脇事15 1HQFilel洸フ82/050/00■ 慧/AMI力

‐
IRLA‐F18~~'

‐ 1                  1:52/24/040/00042か |       ||   ン Z4/U4U/UUU4Z/AШ 〃 丼 じ 川 。

   |IDecision:Deferred for comments of TE.

く3ase Pa●y Name:ASIATIC DRUGS
I&PHARMACEUTICALS PVT.
:LTD.

IMcet No/Date:7/82-

:ALC4/2018
:24.08.2018

:Status:
lApproved

:05/23/040/00214/AM17/
ILic.No/Date:0510399816  :

122.09.2016              :
IHQ

1織ed

IALC4/2018

12408.2018

lStatus:
tDeferred

ILic.No/Date:0310808312  1Defer Date: |
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::03/94/040/00617/AM17/ ioo.ro.zoro

Decision: The Committee considered case as per agenda in the presence of the technical
to call the following information / documents from the firm:

i) Copy of DML for each export product
iD Master Batch Formula for each export product
iiD NOC from Ministry of Environment Forest and Climate Change

― l-1

cxperts and l was decidedl

Case No.:15/17/82‐ ALC4/2016

The Committee considered the case as per agenda and in the presence of the technical experts, it was .

ided to ratii/ the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm

47

Export product Qty. Sl.No. lmport items Qty.

Flecainide Acetate l kg 1 2,5‐Bis(2,2,2-

trifuOrocthoxy)BenzOic acid

(FLA ⅡI)

1.084 kg

2 Methylene dichloride 5 00 kg

N,N Dimethyl Acetamide 1.523 kg

4
Triethyl Amine

Indigenously
procured

Pivaloyl Chloride
Indigenously
procured

6 2 - Aminomethyl Pyridine 0 39 kg

7
Sodium carbonate

Indigenously

procured

Sodium Chloride
Indigenously
procured

9
Hydrochloric Acid (CP)

Indigenously
procured

10
Nitrogen Cylinder

Indigenously

procured

Methanol 2.842 kg

つ
４

Glacial Acetic Acid
Indigenously
procured

10%palladium charcoal(50%
w/w)

0.008 kg

14
Hydrogen Cylinder

Indigenously

procured

Ceca Carbon 0.054 kg

16
EDTA disodium sal

Indigenously
procured

17
Caustic soda flakes

lndigenously
procured

18
Cyclohexane

Indigenously
procured

19 ISO PROPYL ALCOHOL 6.27 kg

Filc:01/82/050/00976/AM17/1RLA File                :Lic.No/Date:0310808773  1
1:03/94/040/00672/AM17/     126.10.2016         1IHQ

:

||
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Hyflow Super Cell
Indigenously

procured

RA may take appropriate action as per the decision of Norms Committee.

148

|む::き ヽこli」2/20/821ALC4/26iと

'群

|ヽ出品1百i6LOGiёAL Ё
~ IM8よ

ヽo/D滉よウ′82- ~…
…
Status「
~

LTD                 IALC4/2018          :Approved
.                             :                             124.08.2018               1

青0「i`:bi′恵うん3b′bi」う0'AMiケ′RLA iお
~ ~ ~~~ ‐~ttiヽ

もbit`ib016o64j66‐
=‐                             |:09/24/040/00220/7AM17/        126.10.2016               1

:Decision:Committee considered the case as per agenda and it was decided to ratitt the ad_hoc input output norms
as applied by thc flrln under para 4.7 of HBP one timc basis only no repeatlicence a1lowed.

RA may take appropriate aclon as perthe decision ofNorms Committee.

ICase No.:25/20/82-ALC4/2016 1Party Name:ALKALOIDS

ICORPORATION
|          |

P爾
両 面 而 RLA Ⅲ e~~~~~~計

揚

αtt Ю節■角

.                      |:02/24/040/00145/AM17/

IMeet No/Datc:7/82¨

:ALC4/2018
124.08.2018

,I∫:|:ted

I

:

:

Decision: The Committee considered the case as per agenda and in the presence of the technical

49 idecided to ratifu the ad-hoc input output norms under para4.7 of HBP as per details below or as

i lwhichever is lower:

Export product Qty. Sl.No. Import items Qty.

Papaverine Hydrochloride BP l kg 1 Papaverine Crude Content 95%o 1.05 kg

RA may take appropriate action as per the decision of Norms Committee.

Case No.:101/17/82‐        Paty Name:JUBILANT     IMcet No/Date:7/82-     status:       |

‐ lLC42m6      fENERICSLTD     i針 ∬ 鰍 ザ     lpproVed
l  lHQ Flle              lRLA File              lLic.No/Date:0510400404 1
‐  101/82/050/01062/AM17/      1:05/23/040/00372/AM17/       111.11.2016              1

1 Decision:The Committee cOnsidered case as per agenda in the presence of the technical expeis and taking cue
l  l■Om itS earlier decision taken in Meeting No.6/82-ALC4/2016,dated 14.06.2016 against Advance Authorization‐
 No.0510397645 dated 18.02.2016 decided tO rad″ the ad_hoc input output norrns under para 4.7 of HBP as per

l   detailS belo、 v or as applied by flrnl whichever is loweri

lo智
ⅣaStatin Tめ hs5mg md Ю mg

| |

S.NO. Import Items For export of 1 No. Tablet (Qty. tn mg)

5 mg Tablet 10 mg Tablet

1 Atorvastatin Calcium 5.42 10.84
つ
４ Microcrystalline Cellulose(PH‐ 101) 28.00 34.00
3 Lactose Monohydrate JP 14.88 13.81
4 Hydroxypropylcel lulose (SSL) 140 1.70
5 Precipitated calcium carbonate 15.40 18.70
6 Croscarmellose Sodium JP 2.10 2.55
7 Polysorbate 89 JP 028 0.34

Magnesium Stearate JP 0.42 0.51

experts, it was

applied by firm
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へ   
「
             ~~~~~~… …

1 1RAmay● ke ttpropH江 e adbn as perぬe decおbn ofNoms Commttea

ion: The Committee considered the case as per agenda and in the presence of the technical

to ratify the ad-hoc input output norms under para 4.7 of HBP as per details below or as

experts, it was

applied by firm

151

hichever is lower:

Export product Qty. SI No. Import items Qty.

IMIPENEM

(STERILE/TECHNICAL/N―
FORMIMIDOYL/THIENAMYCIN
HCL)

l kg 1 ACETONE 6.03 kg

つ
４ ACTIVATED CARBON 0.100 kg

3 P―NITROBENXL‐ 6‐(1-
HYDIROXYETHYL)― ト
AZBICYCLO(3.2.)HEPTANE‐
3,7‐ DIONE-2-
CARBOXYLATE/BCK

1.872 kg

4 CYSTEAMINE
HYDROCHLORIDE

0.672 kg

DlPHENYL
CHLOROPHOSPHATE
(DPCP)

1.596 kg

6 ISO PROPYL ALCOHOL 20.51 kg

7 METHYLENE DI CHLORIDE
(MDC)

17.20 kg

METHANOL 2 54 kg

9 TETRAHYDRO FURAN 0 97 kg

10 2.5%PALADIUM ON
CARBON

0.002 kg

ACETIC ACID 0.60 kg

つ
４ ACETIC ANHYDRIDE 0.51 kg

BENZOYL CHLORIDE 1.20 kg

14 BENZYL ALCOHOL 0.90 kg

DIISOPROPYLE
ETHYLAMINE(DIPEA)

1 86 kg

16 DI METHYL AMINO
PYRIDINE(DMAP)

0.0232 kg

17 DIMETHYL FORMAMIDE
(DMF)

0.35 kg

HYFLOW 0.410 kg

19 N METHYL MORPHOLINE 1.65 kg

20 N METHYL PYRILIDONE 2.50 kg

つ
ん N METHYL MORPHOLINE It was

observed

that these

items are

not raw

material.

22 NITROGEN CYLLINDER
う
Ｚ NMP ( N- methyl pyrilidone)

24
SODlUM HYDROSULFITE

RA may take appropriate action as per the decision of Norms Committee.

iCase No.:92/1/82‐ ALC4/2017

1

IPaty Name:HARMONY
ILIFESCIENCE PRIVATE
ILIMITED

２８７

ｍ
‐８
８ＭｅｅｔＮ。／̈
２４．０８．２０‐

|

File

1鷺λ刷,OЮ0701/AM17/::01/82/050/01446/AM17/ 111.11.2016
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‐  ICase No。 :120/20/82-ALC4/2016 1Parり Name:RAKSHIT       Meet No/Date:7/82-     Status:
|  |                     IPHARMACEUTICALS LTD   IALC4/2018          1Approved

i ‐           ‐           24.08.2018     1
1 10白お:di/82/6も b'6i"7/AMi力 L`A Flど    

………
  Lは 6ヽ/D表よもうloo643ラう

| :               |:09/24/040/00421/AM17/    115.H2016        1

: IDecision:  The Committee considered the case as per agenda and in the presence ofthe technical experts,l was

l  deCided tO ratitt the ad‐ hOC input output norms under para 4.7 of HBP as per details bclow or as applied by nrrn

i  lwhicheveris lower
i  l
lくう |

Export product Qty. Sl.No. Import items Qty.

Citicoline Sodium l kg 1 Cytidine-5-Mono
Phosphate(CMP)

1.25 kg

2 Calcium Phosphoryl Choline
Chloride (CPCC)

2.25 kg

3 N,N― Dicyclohexyl

Carbodiimidc(DCC)
1 30 kg

RA may take appropriate action as per the decision of Norms Committee

i52

ICase No。 :124/20/82‐

:ALC4/2016

1HQ File

l:01/82/050/01301/AM17/

Parり NameiSUVEN LIFE
ISCIENCES LIMITED

IRLA File

「
|

:53

|:09/24/040/00432/AM17/

Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was

;decided to ratiff the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
lwhichever is lower:

Export product Qty. Sl.No. Import items Qty.

62/0- 3-FLUORO-2‐ (METHYL―
PROPOXY CARBONYL AMINO)‐
BENZOIC ACID

l kg 1
2‐FLUORO ANILINE 2.50 kg

2 2‐METHYL TETRA HYDRO
FURAN

4.8 kg

PROPYL
CHLOROFORMATE

0 75 kg

RA may take appropriate action as per the decision of Norms Committee

―
―

―

―
―

週

154

Export product Qty. Sl.No Import items Qty.

N―BENZYLOXY CARBONYL― L―
VALINE(CBZ― L―VALINE)

l kg 1
L‐VALINE 0.51 kg

つ
ん BENZYL
CHLOROFORMATE

0.74 kg

TOLUENE 0.526 kg

4 HEXANE 0.79 kg

」1  11

IMcet No/Date:7/82‐ ALC4/2018
124.08.2018

lStatus:
rApproved

Lic.No/Date:0910064382

115.11.2016

Case Parり Name:AKTINOS
IHEALTHCARE PRIVATE
ILIMITED

IMcet No/Date:7/82-

.ALC4/2018

124.08.2018

Status:
Approved

IHQ File:01/82/050/01286/AM17/1RLA File

l                             ::09/24/040/00445/AM17/
:Lic.No/Datc:0910064399
18.11.2016

Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was
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I RA may take appropriate action as per the decision of Norms Committee
|

Case No.:121/20/82‐ ALC4/2016 Pa■y Name:HETERO LABS Meet No/Date:7/82-

ALC4/2018
24.08.2018

lstatus:~~~~|

F雨
面 而 繭 葛 而 T蹄

璃 蕊1焉 |…

… …

Decision: Deferred for comments of TE.

Case No。 :127/20/82‐ ALC4/2016 Paty Name:AKTINOS PHARMA IMcet No/Date:7/82-     Status:
PVT LTD,

,Decision: Deferred for comments of TE.

iarr; N;. :.:zitzor t:tz- t Lcltzlt 6 
. 
Pu.ty Name:HETERo LABS
lLIMITED

I

l

'Meet No/Date:7/82-

'Status:
,Deferred

Defer Date:

:針∬獄ぜ
Lic.No/Date:0910064400

18.11.2016

5'7
HQ File :01/82/050/01 3051 AMIT I,RLA File

:09 124 I 040 I 0043 6 I AMl 7 I

rDecision: Deferred for comments of TE.

Case No.:66/17/82¨ ALC4/2016 Parり Name:MEGHMANI
I                    INDUSTRIES LTD,

RLA Flle

:01/82/050/01027/AM17/

Decision: Deferred for comments of TE.

「

「
Case No.:99/17/82‐ ALC4/2016  Parり NameiSAURAV       'Meet No/Date:7/82-

ICHEMICALS LTD,         :ALC4/2018
124.08.2018

Status:
Deferred

'Defer Date:
い
|

彎
面 W82/050/O1060/AM17Fモ正ラ〔

‐
品
lilil蕊照

~~~´

爾 飛 需
ま獅 」雨

「|

:Lic.No/Date:0910064401  Defer Date:

11811.2016      .

IALC4/2018
124.082018

i56
:

HQ Fiに :01/82/050/01304/AM17/1RLA File
l               l:09/24/040/00459/AM17/

ILic.No/Date:0910064397  1Defer Date:

118.11.2016              ‐

IMeet No/Date:7/82‐

IALC4/2018
12408.2018

Status:
Deferred

‐HQ File ILic.No/Date:0810139050  Defer Date:

122.11.2016              1

ICase No.:120/17/82‐ ALC4/2016 Parり NameiZIM
LABORATORIES LTD.

Mcet No/Date:7/82-

ALC4/2018
124.08.2018

Status:
Deferred

Lic.No/Date:0310809205   Defer Date:

12211.2016              1
RLA File

Decision: Deferred for comments of TE.

Party Name:MAPLE CROSS  IMeetNo/Date:7/82-
IREMEDIES PRIVATE LIMITED IALC4/2018

1          ,4.08.2018

,22.11.2016

Status:
Deferred

| :Decision:Deferred for comments of TE.
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1  lDec ision: Deferred for comments of TE.

RA may take appropriate action as

, l. Secura Protective Cream 50 Gms Tubes
:2' Secura Protective cream 2-75 oz 78Gms Tubes / Secura protective Cream z lo TgGms Tube, ,,3. Secura Protective Cream 70 Gm Tube
;4. Secura protective Cream 40 Gm

, -. ,5. Secura protective Ointment 70Gm Tube
,64 16. Secura Protective Ointment 159 Gms Tube

',7. Secura Moisturizing Cream g5 Gms Tube
, ,8. Secura Moisturizing Cream Ig4 Gm Tube', ,9. Secura Extra protective Cream 90 Gms

10' Secura Extra Protective Cream z 30 92Gms / Secura Extra protective cream 92 Gms Tube
I l. Secura Exha protective Cream 2lg.7o Gms Tube
12. Secura AF GREASELESS 57 Gm Tube
13. Secura Antifungal Extra Thick 92 Gms Tube
14. Solosite Wound Gel 85 Gms Tube
15.

under Para 4'7 of HBP vl as per details given below or as applied by the firm, whichever is less:

1  lSo No。

Export product Qty. SI.

No.

Import items
Qty.

Ampicillin Trihydrate

(From 6-APA Route)

l kg 1 6-Amino penicillanic acid(6-ApA) 0 596 kg

2 D-(-)-Alpha phenyl glycine base(pG base) 0 417 kg

(HIT-ABC)-lmmobilized amidase 0.0027 kg

1,3 &4 SECURA protective cream 50gms., & 70gms.40gms.,

ICase No.:87/17/82-ALC4/2016 IPa■y Name:ASIATIC DRUGS

I&PHARMACEUTICALS PVT.
ILTD

IMcet No/Date:7/82-
:ALC4/2018

124.08.2018

Status:
Approved

162

IHQ Fiに :01/82/050/01048/AM17/IRLA rilさIΠマ r ilC:U1/シ/UDU/UlU46/AM1//IRLA「ile                lLic.No/Date:0510400453

1:05/23/040/00365/AM17/    124.H.2016
rDecision: rne committe" 

"oriia.i.a 
the case as per agenda and in the presence of the technicui .*p..tr, ii*u,

'decided 
to rati$z the ad-hoc input output norms under para4.7 of HBp as per details below or as applied by firm

lwhichever is lower:

|  ICase No。 :86/17/82‐ ALC4/2016  Paty Name:ALCHEM

‐  .                     INTERNAT10NAL PVT.LTD
IMeet No/Date:7/82-

IALC4/2018
124.082018

Status:
Rejected

163

呻 b而赫 M雨再 蔦―
一

蕗 I奪 :軍 鷺 rthe Mceti竃

1             1:05/23/040/00358/AN
燕cisionI The commit高 66爵↓3athat the flm百五l
lNo_3/82_AI C4/,01父  H,十 oЯ nく nκ っnl。  ■̂ _^^`L^ハ ^___INo.3/82‐ ALC4/2018,dated 05.06.2018,hence the COmmittee decided to rtteCtthe case.

戸
漏 繭 而 満 繭 正 壼 Nam:Ⅲ要 百

~~隔
而 蔚 y― 蔦 耐 ―

:       FTHCALSPVTLTD  
舞 ∬ 盤 ゞ    1葛

蔦 ed

l。

子詭 b滋 /050/OIЙ 1/AM爾
‐

1漱脇 鳳 Л l

:聴ili滸需 Tlll襄蕊需
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No.2 SECURA Protective cream 78gms.

No.5& 6 SECURA Protective ointment 70 gms & 159 gms.

S. No.7& 8 Secura moisturizing cream 85 gms & 184 gms

Name of ingredients Qty.(Kg.) allowed per kg of

Petroleum White Fonoline Petrolatum (W
Cetaryl Alcohol bearing brand/trade name Lanette O or

Mixture of stearyl alcohol with non- ionic emulsifier
ing brand/trade name emu

0.0714 kg

25-Dioxo-4¨ iinadazoHidinvI Urea

dried Aloe vera powder Resular 100 x
Clove bud oi1/clove oil

Plastic tube HDPE 40

Name of ingredients Qty.(Kg.) allowed per kg of

Petroleum White Fonoline Petrolatum (W
Cetaryl Alcohol bearing brand/trade name Lanette O or

Mixture of stearyl alcohol with non- ionic emulsifier
ing brand/trade name em

0.0714 kg

dried Aloe vera powder Regular 100 x
Clove bud oi1/clovc oil

Zinc oxlde USP

Plastic tube HDPE 40

Name of ingredients Qty.(Kg.) allowed per kg of

Petroleum jelly yellow/White bearing brand/trade name
white Fonoline or anv other

Clove bud oi1/clove oil

Vitamin A&D3in com oil

Plastic tubc inade up of HDPE 70

Qty.(Kg.) allowed per kg ofName of ingredients

0 1258 kgPetroleum jelly yellow/White bearing brand/trade name

white Fonoline or any other

White Mineral oil Bearing Brand/tradename Super
White Protopet or any other
Sorbitan Sesquioleate bcaring brand namc SPAN83‐

LQ―(SG)(SORBITAN SESQUIOLEATE/CRILL 43)or

M744/PERFUME M77-467 0 00051 KG

No.9, l0 &11 SECURA Protective Cream 90 gms, 92 gms & 219.7 gms

S.No.

0.1530 kg

2 0.0408 kg

4 ′ヽickenol 163 0.0204 kg

0.00204 kg

6 0.000383 kg

7 0.00204 kg

Zinc oxide USP 0.102 kg

9 As per packaging policv

S,No.

0.1530 kg

2 0.0408 kg

4 Wickenol 163 0.0204 kg

2.5-E)ioxo‐ 4‐ ilnadazollidinvI Urea 0.00204 kg

6 0.000383 kg

7 0.00204 kg

0.102 kg

9 As per packaging policy

S.No

1 0.98789

2 0.00306

0.0001

4 Dve D&C sreen no.6 0.00001

As per packaging policy

S.No.

つ
４ 0.0204 kg

0.0306 kg

4
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S. No. Name of ingredients Qty.(Kg.) allowed per kg of
export product with 2oh wastase

1 Petroleum (White Fonoline Petroleum) 0.4164

2 Methyl Glucose (Glucate Do) 0.0520

Mineral OilKyadol 0.0418

4 Cetearyl Alcohol (Lanette O) 0.0624

Cellulose Gum (AkucellAF 2781 0.0312

6 Karaya Gum
Gum Karaya Mk 200 (Pharma Grade)

0.0728

7 Lonzaguard benzothonium chloride 0.00133

Diazolidinyl Urea
Germal II

0.00204

9 Zinc oxide 0.3122

S. No. Name of ingredients Qty.(Kg.) allowed per kg of
export product with 2o/o wastase

1 Allantoin 0.00204 kg

2 Petroleum Jelly yellow/white bearing Brand/ Trade
name super White Protopet or any other

0.1530 kg

Cetearyl Alcohol bearing brand/trade Name Lanettee O
or any other

0.0612 kg

4 Mixture of Stearyl Alcohol with nonionic Emulsfer
Bearing brand name Emulgade F or any other

0.0714 kg

Wickeno1 163 0.0204 ke
6 2.5-DIOXO-4-IMIDAZOLLIDINYL UREA bearing

brand name Allantoin or anv other
0.00204 kg

7 Glyceryl Stearate Drewmulse 200 K Flake 0.0408 kg

Plastic tubes made up of HDPE whether printed or not,
57 grams

As per packaging policy

l2 Secura Antifungal greaseless 57 gms

iSo No.13 Secura Antifungal extra thick 92 gms

S.Np.

―
―
―

―
―

―
ヨ

S. No. Name of ingredients Qty.(Kg.) allowed per kg of
export product with 2Yo wastase

1 Petroleum Jelly yellow/white bearing Brand/ Trade
name Petroleum or White Fonoline anv other

0.4080 kg

2 METHYL GLUCOSE DIOLEATE bearing brand /
trade name GLUCATE rM DO EMULSIFIER or any
other

0.0510 kg

White Mineral Oil Bearing Brand / Trade name Kaydol
or any other

0.0408 kg

4 Cetearyl Alcohol bearing brand / trade name Lanettee O
or any other

0.0612 kg

CELLULOSE GUM Bearing brand / trade Name
AKUCELL AF 2781W or any other

0.0306 kg

6 Karaya Gum bearing brand/ trade name PWD
KARAYA GUM SUPERFINE MK 200 FCC or any
other

0.0714 kg

7 Benzethonium Chloride USP Bearing brand/trade name
Lonza Guard or any other

0.00133 kg

DIAZOLIDINYL UREA Bearing brand /trade name
GERMALL II or any other

0.00204 kg

9 ZINC OXIDE USP GRADE 0.3122ks
10 Plastic tubes made up of HDPE whether printed or not

92 grams
As per packaging policy
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∠
υ

S. No. 14 Solosite wound gel 85 gms
|

S.No. Name of ingredients Qty (Kg.) allowed per kg of
export product with 2Yo wastase

1 AkuceH sw 3009 x 181 Carboxy methvI 0.01785 kg

2 AHantoin(2-5 dioxo-4-llnidazoHidinvl urea) 0.0051 kg

tYl"v:t=tp,1pl,"t:_i:1,*::!.'th.d::,i:],"-1,:ll:g:9:ryt=

iCase No.:128/1/82‐ALC4/2017 :Pa● y NameiSTRIDES SHASUN IMcet No/Date:7/82-     Status:     |

1          封
MIED       I針

∬獄ゞ      Approved l
lHQ Flle               lRLA File              lLic.No/Date:0410162536           1
101/82/050/01482/AM17/       104/24/040/00145/AⅣ l17/       102.12.2016

1Decision:  The Committee considered case as per agenda in the presence ofthe technical experts and taking cucl

l■
Om itS earlier decision taken in Meeting No 5/82‐ ALC4/2018,dated 25.07 2018 against Advance Authorizationl

lNo.0410163748 dated 29.H.2017,decided to rad″ the ad_hoc input output norms under para 4 7 of HBP as peri
details below or as applied by flrln whichever is lower:

Export Product Qty. Sl.

No.

lmport items Quantity
aHowed in

mg/600 mg
tablet

GABAPANTIN
TABLETS USP 600
MG

l No. 1 GABAPENTIN USP 612
つ
４ MANNITOL(PEARLITOL 100 SD)

USP//NF

91.5

COPOVIDONE/PLASDONE S-630
USP/NF/Ph.Eur.

30.0

4 POLOXAMER(LUTROL M127)NF 1.00

5 MAGNESIUM STEARATE VEG.
EP/USP/NF

2.00

6 HYDROXY PROPYL CELLULOSE
NF/Ph.Eur(KLUCEL EF Ph.)

30.00

7 LOW SUBSTITUTED HYDROXY
PROPYL CELLULOSE USP/NF/JP

10.00

|  |******
|  |

|   IRAconcemedmaytakenirthernecessaryactionasperabovedecisionofNC.

|  ICase No.:79/17/82‐ ALC4/2016 :Paty Name:ABEERS       IMeet No/Date:7/82-     Status:     |
|  |                    :PHARMACEUTICALS PVT   ALC4/2018          ‐Approved   ‐

|  |                      ILTD                   24.08.2018                      1

1  ,HQ File               RLA File              lLic.No/Date:0510400659
1 1:01/82/050/01040/AM17/    1:05/23/040/00426/AM17/    107.12.2016                 1

1 lDecision:  The Committee considercd case as per agenda in the prcsence ofthe technical experts and taking cuc

l  ■Om itS earlier decision taken in Mceting No.3/82-ALC4/2018,dated 05.06.2018 against Advance Authorization l

16選 il∫肥蔦 軋 !需 irギ 認 鷺闇 λ :‖騨:me atth∝

hp面 o帆p頭 鰤 ms und∝ 四 a47 of HBPぉ 阿
|

Export Product Qty. SI.No. lmport items Quantity
allowed (Per
caosule)

ABEERS LIPID CARE
CAPSULES(600 mg
MEDICAMENTS OF

lNumber 1 Ariun (Terminal ia ari una) 102.0 1ng

2 Fenugreek (Trigonella
foenum graecum)

102.0 mg
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AYURVEDIC SYSTEM) Turmeric (Curuma longa) 102.Om貪

4 Gymnema (Gymenma
sylvestre)

102.0 mg

Black Pepper (Piper nisrum) 102.O Ing
6 Long pepper (Piper longum) 102.O Ing

concemed may take further necessary action as per above decision ofNC.

‐         tTD       140&2018    1    1

17■虚月島∴:11↓島 ~じ璃ittlilill  ●こ`レbiよ“
ぬ46磁 j Defeib話  |[17/  ,7.12.2016     1     1

1 :Decision: It was decided to cali the nrm for personal hearing along with all technical details toexplain itsi
l   l^__△ kO■_..0`l.ハ ^^“ … :``^^: iCaSe before the committee.

|

Decision: Deferred for comment of TE.

|  ICase No.:80/17/82‐ ALC4/201` Paty Name:ABEERS       IMeet No/Date:7/82-     lStatus:      |
IPHARMACEUTlCALS PVT   IALC4/2018          1Deferred     l
l■ TA                       I^´ ^o^^■ 0              '              1

18:    ~/82-~
IHQ File:01/82/050/01319/AM17/1RLA File             lLic.No/Date:0910064449
1               1:09/24/040/00492/AM17/    107.12.2016

169

Ｆ
…
…

rwhichever is lower:

70

Case No.:37l20182-ALC4l20l6 Parfy Name:lOL CHEMICALS Meet No/Dat e:7182- Status:
1AND PHARMACEUTICALS ,ALC4I2018 lApproved l:LTMTTED 24.08.2018 I )

Export product Qty. Sl.No. Import items Qty. Allowed
in kg

IBUPROFEN l kg 1 ACETONE
LIQUID¨ with cOndition that lmport of
Drug Allowed sutteCt tO Registration

Procedure.

0.076

2 ISO PROPYL ALCOHOL(IPA)
LIQUID

0.50

HEXANE
LIQUID

0.257

4 SODIUM DICHROMATE
SOLID

0.643

SODIUM METAL
SOLID

0.235

IStatus:

:Deferred

ICase No.:22/20/82-ALC4/201` Party Name:JUBILANT

IGENERICS LTD
IMcet No/Date:7/82-
IALC4/2018
124.08.2018

Status:
rDeferred

HQ File:01/82/050/01199/AM17/RLA File

105/23/040/00404/AM17/

Lic.No/Date:0510400686  1Defer Date:

0812.2016     1
Decision: Deferred for comment of TE.

:30/24/040/00026/AM17/ 109122016

Decision: The the case as per agenda and in the presence ofthe technical experts, it was I
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6 TRICHLOROETHYLENE(TCE)
LIQUID

0.145

7 TOLUENE
L10UID

0738

METHANOL
LIQUID

0.020

9 POTASSIUM CARBONATE
(GRANULAR POWDER)
SOLID

0.076

RA may take appropriate action as per the decision of Norms Committee.

|  ICase No.:118/20/82‐ ALC4/2016 1Parり Name:SUVEN LIFE    IMeet No/Date:7/82‐
ISCIENCES LIMITED       ‐ALC4/2018

‐24.08.2018

Status:
iAPProved

:0r/82l050/0l29stAut7l i:}9Dafia}fio47zl\Mt7l losjz.zot' l

‐HQ File
:01/82/050/01295/AM17/

,Decision: The Committee considered case as per agenda in the presence of the technical experts and taking cue

lfr"r.i"-.*fi.r-A..irion taken in Meeting No. I l/82-ALc4l2012,dated 19.06.2012 against Advance Authorization

lNo. OgrOoSO304 dated 20.12.2011, decided to ratifr the ad-hoc input output norms under para4.7 of HBP as per

,d"tuilr below or as applied by firm whichever is lower:

l

71 ,,

Export product Exp. Qty. SI No. lmport items Qty. allowed

PENICILLAMINE l Kg 1 :SO BUTYRALDEHYDE 8.36 kg/kg

2 SODIUM CYAN!DE 3 62 kgノ kg

3 PHYNYL HYDRAZ:NE 4.935 kg/kg

4 D‐TARTARIC AC:D 3.836 kgノk9

concerned may tatr<e further necessary action as per above decision of NC. J

IDecision:  The Committee considered the case as per agenda and in the prcsence ofthe technical experts,it was

721撫
翼 智 ぎIRよ

e ad~h°C hp正 o■p耐 norms under para 47 of HBP as per dd」ヽ bdow or as ap口 たd by nrm

Export product Qty. Sl.

No.

Import items Qty.

PURE CINEOLE l kg 1 EUCALYPTOL OIL 1.05 kg

RA may take appropriate action as per the decision of Norms Committee.
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^

摯品わ磁ALёttr訥漱認&1孝lt札
~胤
辮商麟
…
鳥誡ユI

24.08.2018              1            :Z4.UO.ZU16              1

ギ

Q ΠL Юν82Ю 50Ю l184ハ M17跳
ち刷 iOЮ0348AM17  腎 ぢ %路

α0810139274 1

:Decision:  The Committee considered tlle case as per agenda and in the prcsencc ofthe technical experts,it was

ideCided tO ratifb7 the ad― hOc input output norms under para 4.7 of HBP as per details below or as applied by nm

173

lwhichever is loweri

Export product Qty. Ｓ‐
．
Ｎ。

Import items Qty.

BIO HYALUR PLUS

(SODIUM HYALURONATE
OPHTHALMIC SOLUTION)

90000000
Nos

1 SHISEIDO SODIUM HYALURONATE
SZE GRADE EP

14.7 mg/1 ml

vial

2 BARuLS(HYPAK SCF2.25 ML RF
PRTC FM 27)

(COMPONENT FOR PREFILLED
SYRINGE)(HEIGHT 73.30 MM,
DIAMETER(EXTERNAL)10.85MM
DIAMETER(INTERNAL)8.65MM(十 /¨

10%))

90000 000 Nos

PLUNGER ROD(HYPAK PR 2.25 ML PP
)

(COMPONENT FOR PREFILLED
SYRINGE)(LENGTH 58.52 MM T0 60.10
MM,WIDTH‖ .99 MM T0 1275 MM∈/―
10%))

90000 000 Nos

4 PLUNGER STOPPER(HYPAK BSCFl-3
ML PH ML PH 701/50C BLK S11000
WWD)
(COMPONENT FOR PREFILLED
SYRINGE HEIGHT 7.7MM,OUTER
DIAMETER 9.15 MM,IblNER
DIAMETER 6.25 MM(十 /‐ 10%))

90000 000 Nos

BACK STOP(BACK STOP l‐ 3 MLPP
CLEAR)
(COMPONENT FOR PREFILLED
SYRINGE)(LENGTH 24.2MM,WIDTH
16.50 MM,HEIGHT 5.lMM(+/-10%))

90000 000 Nos

6 BLISTER(PP BLISTER 2.25ML/3.O ML)

(PACKINGMATERIAL FOR PREFILLED
SYRINGE)

90000 000 Nos

7 CANNULA
(COMPONENT FOR PREFILLED
SYRINGE)(OUTER DIAMETER O.40 MM
T00.63 MM(+/‐ 10%))

90000 000 Nos

TYVEK LID
(PACKING MATERIAL FOR PREFILLED
SYRINGE(LENGTH 144 MM,WIDTH 50
MMけ /-10%))

90000 000 Nos

RA may take appropriate action as per the decision of Norms Committee.
―

一

鷹



つ
０

「

Case No.:9/20/82‐ ALC4/2016

:01/82/050/01186/AM17/

:RLA File               Lic.No/Date:0810139275
:08/24/040/00355/AM17/       113.12.2016

HQ File

ided to rati8/ the ad-hoc input output norms under para4.7 of HBP as per details below
hever is lower:

or as applied by firm

Export product Qty. SI.

No
Import items Qty.

OPTIFLEX HA
14MG/ML PFS

(SODIUM
HYALURONATE
OPHTHALMIC
SOLUTION)

10000000

Nos.
1 SHISEIDO SODIUM HYALURONATE
SZE GRADE EP

14.7 mg/1 ml

vial

2 BARRELS(HYPAK SCF2.25 ML RF
PRTC FM 27)(COMPONENT FOR
PREFILLED SYRINGE)(HEIGHT 73.30
MM,DIAMETER(EXTERNAL)10.85MM
DIAMETER(INTERNAL)8.65MM(+/‐
10%))

10000000

Nos

PLUNGER ROD(HYPAK PR2.25 ML PP
)

(COMPONENT FOR PREFILLED
SYRINGE)(LENGTH 58.52 MM T0 60.10
MM,WIDTH‖ 。99 MM T012.75 MMけ /‐

10%))

10000000

Nos

4 PLUNGER STOPPER(HYPAK BSCFl-3
ML PH ML PH 701/50C BLK Sl1000
WWD)(COMPONENT FOR PREFILLED
SYRINGE HEIGHT 7.7MM,OUTER
DIAMETER 9.15 MM,INNER
DIAMETER 6.25 MM(+/‐ 10%))

10000000

Nos

BACK STOP(BACK STOPl‐ 3 MLPP
CLEAR)(COMPONENT FOR
PREFILLED SYRINGE)(LENGTH 24.2
MM,WIDTH 16.50 MM,HEIGHT 5.lMM
∈/‐ 10%))              _

10000000

Nos

6 BLISTER(PP BLISTER 2.25ML/3.OML)

(PACKINGMATERIAL FOR PREFILLED
SYRINGE)

10000000

Nos

7 CANNULA
(COMPONENT FOR PREFILLED
SYRINGE)(OUTER DIAMETER O.40 MM
T00.63 MM∈ /-10%))

10000000

Nos

TYVEK LID
(PACKING MATERIAL FOR PREFILLED
SYRINGE(LENGTH 144 MM,WIDTH 50
MM(+/-10%))

10000000

Nos

RA may take appropriate action as per the decision of Norms Committee.

ICase No.:19/1/82‐ ALC4/2017   Parり Name:lND―SWIFT      Meet No/Date:7/82‐      'Status:

|                     ILABORATORIES LTD.,      IALC4/2018          1 Deferred
124.08.2018               1           1

HQ Fii3ibi′ 82′b36′bijウj/AMi力 LヽA fhさ           ltilヽ o/Date:2210015609  1Defer Date: |
l                  i:22/24/040/00081/AM17/     113.12.2016         1       ‐

:Decision:Deferred for comments ofi五 : 
‐         …   ‐ ~ ‐

5

174‐
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176
|

|

|

‐Case No.:53/20/82‐ ALC4/2016  Pa“y Name:TORIN ORGANICS McetNo/Date:7/82-     iStatus:
|                      :PVT LTD               IALC4/2018           1Approved
.                            1                            ,24.082018              1

ギ
Q田釧 ツ

“

0/O123υA剛 7性
蹴 0側 νA詰 ;~索 需

毬血 揃

|

'Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was

decided to ratiflz the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
whichever is lower:

Export product Qty. SI.

No.

Import items Qty.

ETHAMBUTOL HCL
BP/USP

l kg 1 DL-2-AMINOBUTANOL 1.60 kg

う
４ MONOSODlUM GLUTAMATE 0.90 kg

ISOPROPANOL ALCOHOL 1.00 kg

4 TOLUENE 0.90 kg

RA may take appropriate action as per the decision of Norms Committee.

|

ICase No.:124/1/82-ALC4/2017 Paty Name:TORIN ORGANICS
IPVT LTD

Meet No/Date:7/82-

IALC4/2018
124.08.2018

:Lic.No/Date:3510045080

121.12.2016

in the presence ofthe technical experts, lt was

野¬
IHQF‖

e:01/82/050/01478/AM17/1跳

ち月liO/00070/AM16/

Decision:   The Committee considered the case as per agenda and

177

decided to ratifu the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
whichever is lower:

Export product Qty. Sl.

No.

Import items Qty.

ETHAMBUTOL HCL
BP/USP

l kg 1 DL-2-AMINOBUTANOL 1.60 kg

つ
４ MONOSODIUM GLUTAMATE 0.90 kg

ISOPROPANOL ALCOHOL 1.00 kg

4 TOLUENE 0.90 kg

RA may take appropriate action as per the decision of Norms Committee.

」
Case No.:54/20/82‐ ALC4/201`  Party NameiCADILA

IHEALTHCARE LTD
IMcet No/Date:7/82-    IStatus:

:ALC4/2018           1Approved
124.08.2018              1

IHQ File:01/82/050/01231/AM17/1RLA File              :Lic.No/Date:0810139351

108/24/040/00320/AM17/        122.12.2016

nerisinn: In the liOht nf ρ,rliprバ ρriOinn 19レ 0_ヽ 、′)、Tρ :h:十o′ /0今 月
^■
0月 10n`う ハ lo  :`..,^_月 ^^:■ ^力 `´Decision: In the light of earlier decision taken by NC in its 4182 dated 19.06.2018, it was decided to rat

hoc input output norms under para 4.7 of HBP as per dctails belo、 v or as apphed by nlHl whichcveris lower:
S the ad-

，
′

Export Product Export

Quantity ０

Ｓ
．
Ｎ

Import Product Quantity
AHo、ved in gm

/1 000 tablct

HYDROXYCHLOROQUINE
SULFATE TABLETS USP
200 MG

Number 1 4,7 DICHLOROQUINOLINE 147.492

2. HYDROXY NOVALDIAMINE 136.884

CORN STARCH NF 1.00
|
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4 MAGNESIUM STEARATE
PH.E/NF/JP

4.50

5 DIBASIC CALCIUM PHOSPHATE
DIHYDRATE USP

106.50

6-10 Relevant as per packing policy
may take appropriate action as per the decision of Norms Committee.

ICase No。 :50/1/82‐ ALC4/2017

iHQ File:01/82/050/01404/AM17/
I

I

Party Name:CLARIANT INDIA IMcet No/Date:7/82-
LIMITED               :ALC4/2018

124.082018

Status:
Approved

IRLA File

103/94/040/00881/AM17/

ILic.No/Date:0310810099
‐23.12.2016

19 cue
zation
as per

79

Decision: The Committee considered case as per agenda in the presence of the technical experts and taking c
fi'om its earlier decision taken in MeetingNo.4/82-ALC4l20l l, dated 26.04.2011 against Advance Authorizati
No.0910046390 dated 13.04.2011, decided to rati$ the ad-hoc input output norms under paru4.7 of HBP as p

details below or as applied by firm whichever is lower:

Export product Qty. Ｓ‐．
Ｎ。

Import items Qty.

VIVINOL OR 4‐ N―BUTYL
RESORCINOL OR 4-N― BUTYL―
1,3‐ DIHYDROXY BENZENE

l kg 1 RESORCINOL 2.42 kg

2 4(N)BUTYRIC ACID 2 54 kg

ZINC CHLORIDE ANHYDROUS 1 00 kg

4 TOLUENE 1 00 kg

HEXANE 1 00 kg

6 ISO PROPYL ALCOHOL 1.00 kg

may take appropriate action as per the decision of Norms Committee.

Status:
Approved

rHQ File :01/821050/01 4791 AM17 I.RLR file
135/24/040/00045/AM17/

Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was

ided to ratiff the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
whichever is lower:

Export product Qty. Sl.

No.

Import items Qty.

ETHAMBUTOL HCL BP/USP l kg 1 DL‐2-AMINOBUTANOL 1.60 kg

2 MONOSODIUM GLUTAMATE 0.90 kg

ISOPROPANOL ALCOHOL 1.00 kg

4 TOLUENE 0.90 kg

RA may take appropriate action as per the decision of Norms Committee.

ILic.No/Date13510045085

'23.12.2016

180
1

1  lc五きき 6ヽ::g/1/82‐ALё 4′ibiウ    la97ヽ 五

“

e:INFINITY      ,Meet No/Date:7/82‐
|  :                     :LABORATORIES PVT.LTD,  IALC4/2018
1   1                            1                            124.082018

181■。hi bi′j夕036′bi380晨 Ml力 IRLA Aお        tお 静ヽbttc'216biζめζ
l   :                              :22/24/040/00083/AM17/        129.12.2016

rStatus:

Deferred

Defer Date:

:Declslon: Deferred for comments of TE.

!Paty Name:TORIN ORGANICS
iPVT LTD

IMeet No/Date:7/82‐

IALC4/2018

124.08.2018
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1Case No.:32/1/82‐ ALC4/2017  Parり Name:ALEMBIC      IMeet No/Date:7/82-

1          ,HARMACEU■
CALSLTD I針

尉 鰍 fl              l

Status:
Approved

―
|

Ha Fiie'orrszosbr,r386/AM "' \\Fr[,i;orco26,t^Mt7t il:r\:ii,1" 
34r00428r8

82

:Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was

,decided to ratifl the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
lwhichever is lower:

Export product Qty Import items Qty.

Lithium Capsule USP 150 mg (Net
content ofactive ingredients 90 kgs )

Number LITHIUM CARBONATE
USP

153.0 mg/ 150 mg

capsule

Lithium Capsule USP 300 mg (Net
content ofactive ingredients 450 kgs )

Number LITHIUM CARBONATE
USP

306.0 mg / 300 mg

capsule

Lithium Capsule USP 600 mg (Net
content of active ingredients 225 kgs )

Number LITHIUM CARBONATE
USP

612.0 mg / 600 mg

capsule

RA may take appropriate action as per the decision of Norms Committee

ICase No.:32/20/82¨ALC4/2016 Parり Name:FRESENIUS KABI IMeet No/Date:7/82‐
10NCOLOGY LIMITED     IALC4/2018

'                           |                           124.08.2018
|:i:|:iii:ii~~~~~~~~―

―
|卜3≒QⅢe  tIA品   鵠IHQ Flle               RLA File

i01/82/050/01209/AM 17/       :05/23/04
Lic.No/Date:0510401

105.01.2017

W I
:01/82/050/01209/AM 17/       :05/23/040/00474/AM17/       105.01.2

,Decision: Deferred for comments of TE.

『QⅢ∝∝おν“
νtt6ハM17/M:蕊

Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was
:decided to ratifu the ad-hoc input output norms under para4.7 of HBP as per details below or as applied by firm
:whichever is lower:

Export product Qty. Ｓ‐．
Ｎ。

Import items Qty.

N―(3-AMINOPROPYL)
IMIDAZOLE(Clear C010rless to

Pale Ye1low liquid)/N― (3-

AMINOPROPYL)IMIDAZOLE―
IPA

l kg 1 IMIDAZOLE(white Off Whle
crsytals)/1MIDAZOLE

0.68 kg

う
４ SODIUM METHOXIDE(Wh■e
Powder)/SODIUM
METHOXIDE

1 00 kg

ACRYLONITRILE 0.466 kg

RA may take appropriate action as per the decision of Norms Committee.

ICase No.:54/1/82-ALC4/2017  1Pa“y Namc:AARTI
IINDUSTRIES LIMITED
|

:HQ Fiζ=辣 0/O1408/AM17 FRLA rile~――
――
‐

i                l:03/94/040/00805/AM17/

Mcct No/Datc:7/82‐        lstatus:

IALC4/2018         1Approved
124.08.2018               1

1Lic.No/Date:0310810483  1
11201.2017              1

|

184
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: The Committee considered the case as per agenda and in the presence of the technical experts. it was

:cided to ratiry the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm 
I

hichever is lower:

Export product Qty. Sl.No. Import items Qty.

HITEC 3089 (N-Methyl Aniline) l kg 1 ANILINE 0.965 kg

う
ん METHANOL 0 322 kg

RA may take appropriate action as per the decision of Norms Committee.

ICase No.:28/1/82‐ ALC4/2017

186

難 器 艦
胤 ∫鵠 よ常 柵 器 蝸 蹴 ∬ 織 悧 就 ;h棚 』棚 器 P伽

雄

:EXPORT PRODUCT:OCTREOTIDE ACETATE INJECTION 50 MCG/ML(l ML VIAL),100 MCG/ML
I(l ML VIAL),200 MCG/ML(5 ML VIAL),500 MCC/ML(l ML VIAL)and 1000 MCG/ML(l ML VIAL)

Ｓ．
。
Ｎ。

Imort Items
Export
Qty.

Oty.A‖ owed per ⅣIL

50
mcg/ml

100

mcg/ml
200
mcg/ml

500 mcg/ml
1000

mcg/ml

1

OCTREOTIDE
ACETATE Vials

55

MCG
per ML

H0
MCG per
ML

220
MCG pcr
ML

550

MCG pcr
ML

1100

MCG pcr
ML

2
Sヽ CB 13MM RFS

「 EFCOAT
Relevant as per packing policy

RS CB 20MM RFS

「 EFCOAT

4
2 ML CL VIAL F13
2R― ISO

'ML CL VIAL F20
'R―

ISO

RA may take appropriate action as per the decision of Norms Committee

Decision: The Committee considered the case as per agenda and in the presence of the technical experts. it was

:decided to ratifu the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm ,

l.trhinlrarrar ic lnrrrar'IwhiChever is lower
i

ll口 __^_^ふ ,^+Export product Qty. Sl.

No.

Import items Qty.

Amoxycillin and Potassium

Clavulanate 625 mg Tablets

I The Relevant Bulk Drug content in

the Export Product is : Amoxycillin

l kg 1 AMOXYCILLIN TRIHYDRATE 585.28 mg

つ
４ Potassium Clavulanate with

Microcrystalline Cellulose (l:l) /
Clavulanate Potassium +Avicel

303.773 mg

87

ヘ
　
ー
ー
ー
‘―
―
―
―
―
‘―
―
，‐
…

Meet No/Date:7/82‐

:ALC4/2018
124.08.2018

File

|:08/24/040/00430/AM17/

.Status:

,Approved
:

:01/82/050/01379/AM17/
:Uソ /Z4/υ ttυ /υυDDυ/AlVl1// 116.01.2017

lParty Name:AUROBINDO
IpTTRRUE LIMITED
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Trihydrate 500mg and Clavulante
Potassium is l25mg in each

Tabletl(i.e. Amoxycillin Trihydrate
21000 Kgs and Clavulanate

Potassium 5250 Kgs containing in
Total Licence Qty)

RA may take appropriate action as per the decision of Norms committee.

‐Case No。 :86/20/82‐ ALC4/2016  Pa■ y Name:RUSAN PHARMA
ILTD. 師

~

:03/95/040/00823/AM17/
Lic.No/Date:0310810600

18.01.2017 IDeferDate:

|

|

;decided to ratify the ad-hoc input output norms under para 4.7 of HBp as per details below or as

;whichever is lower:

:-
I trwh^d

experts, it was

applied by firm

189

Export product Qty. Sl.No. Import items Qty.

CEFIXIME METHYL ESTER
USP/BP/1P/EP

POWDER

l kg 1 7-Phenylacetamideo -3-
Chloromethyl
Cephalosporanic Acid Para
Methoxy Benzyl Ester
(GCLE)

1.4219 kg

つ
４ TRIPHENYL PHOSPHINE 0.7756 kg

ACETONE 0.806 kg

4 N,N DIMETHYL
FORMAMIDE(DMF)

2.736 kg

DichlorOmethane

(METHYLENE CHLORIDE/
MDC)

3 393 kg

6 TRIETHYLAMINE 0.2268 kg

7 PHENOL 0.3808 kg

METHANOL 4.222 kg

9 ACTIVATED CARBON 0.050 kg

10 MICA ESTER 0.82 kg

TETRA HYDROFURAN
(THF)

1.644 kg

RA may take appropria

19o

Decision: Deferred for comments of TE.

iCase IMeet No/Date:7/82-

IHQ File:01/82/050/01357/AM17/IRLA File
:05/23/040/00507/AM17/

IParty Name:DHANUKA

:LABORATORIES LTD.

ICase No.:2/1/82-ALC4/2017

Lic.No/Date:0210207287

Paty Name:ALKALOIDS
ICORPORAT10N

:造田ν階
tα 7/82-

124.08.2018

Status:
Approved
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|

:02/24/040/00216/AM17/

Decision: fhe Comminee considered the case as per agenda and in the presence of the technical experts. it was

to ratifu the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm ,

whichever is lower:

Export product Qty. Sl.

No.

Import items Qty.

Digoxin l kg 1 Digitalis Lanata Leaves (Dried) 266.24 kgkg

RA may take appropriate action as per the decision of Norms Committee.

HQ File:01/82/050/01467/AM17/
91

RLA File

:08/24/040/00387/AM17/

ILic.No/Date:0810139606  1Defer Date:
13001.2017

Decision: Deferred for comments of TE.

‐
Case No.:105/20/82¨         Paty Name:SAI MIRRA     IMeet No/Date:7/82‐ ALC4/2018
‐ALC4/2016            11NNOPHARM PVT LTD     24.08.2018

1HQ File              lRLA File              Lic.No/Date:0410162758
101/82/050/01282/AM17/      ::04/24/040/00186/AM17/       .31.01.2017

Status:
Approved

,92 rDssi5i6n: The Committee considered the case as per agenda and in the presence of the technical experts, it was

r rdecided to ratifo the ad-hoc input output norns as applied for by the firm under para 4.7 of HBP for one time basis

I ionly and no repeat licence allowed.

:l
i .RA may take appropriate action as per the decision of Norms Committee

rStatus:
Approved

Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was

ided to ratifu the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm

whichever is lower:

Export product Qty. Sl.

No.

lmport items Qty. allowed

TABLETS
PHENOXYMETHYLPENICILLIN
B.P.500MG.
EACH TABLET CONTAINSi
PHENOXYMETHYLPENICILLIN
POTASSIUM BP eq.TO
PHENOXYMETHYLPENICILLIN
500MG.NET WEIGHT:2800
KGS.

Number 1 PHENOXYMETHYLPENICILLIN
POTASSIUM BP 2014

565.0

mg/tablet

TABLET CONTAINS:
PHENOXYMETHYLPENICILLIN
POTASSIUM B.P.eq.TO
PHENOXYMETHYLPENICILLIN

Number 1 PHENOXYMETHYLPENICILLIN
POTASSIUM BP 2014

565.0

mg/tablet

|lё五:き 二ヽiJ′i,j'_ALCル 20iケ
~|五
lty｀島まMЁbicAME｀  

‐
IMきまヽ 6′b品 :ウ′患工

~

|  |                    IB10TECH LIMITED        :ALC4/2018
1   1                            ‐                            :24.08.2018

1  1HQFile:01/82/050/01367/AM17/IRLA File               'Lic.No/Date:0510401421
1   1                            105/24/040/00543/AM17/       131.012017

||

27.01.2017

ICase No.:113/1/82‐ALC4/2017  Party Name:CORONA
IREMEDIES PRIVATE LIMITED

,Meet No/Datei7/82-

:ALC4/2018
:24.08.2018

Status:
Deferred

ｎ
フ
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RA may take appropriate action as per the decision of Norms Commiffee.

500MG.NET WEIGHT:1680.00
KGS.
TABLETS
PHENOXYMETHYLPENICILLIN
B.P.500MG.
EACH TABLET CONTAINS:
PHENOXYMETHYLPENICILLIN
POTASSIUM BP eq.TO
PHENOXYMETHYLPENICILLIN
500MG.NET WEIGHT:545.00
KGS.

Number 1 PHENOXYMETHYLPENICILLIN
POTASSIUM BP 2014

565.0

mgんablet

TABLETS
PHENOXYMETHYLPENICILLIN
B.P.500MG.
EACH TABLET CONTAINS:
PHENOXYMETHYLPENICILLIN
POTASSIUM BP eq.TO
PHENOXYMETHYLPENICILLIN
500MG.NET WEIGHT:575.00
KGS.

Number 1 PHENOXYMETHYLPENICILLIN
POTASSIUM(GRANULES)BP
2014

595.04

mgんablet

rdecided to ratif,i the ad-hoc input output norms under para4.7 of HBP as per details below or as

twhichever is lower:

RA may take appropriate action as per the decision of Norms Committee

experts, it was :

applied by firm r

94

Case No。 :108/1/82-ALC4/2017

1HQ File:01/82/050/01462/AM17/

:HEALTHCARE LTD

IRLA File

108/24/040/00450/AM17/

:ALC4/2018
124.08.2018

Lic No/Date10810139643   1

102.02.2017     1

95

Decision: The Committee considered the case as per agenda and in the presence of the technical experts. it was
decided to ratifu the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
whichever is lower:

Export product Qty SI.No. Import items Qty.

CELIPROLOL TABLETS 200 MG

(CELIPROLOL ZYDUS 200 MG
TABLETS)

Number 1 CELIPROLOL
HYDROCHLORIDE PH.
EUR.)

204.00

mg/Tablet

Export product Qty. Sl.No. Import items Qty.

TRIMEBUTINE TABLETS 100 MG

(TRIMEBUTINE ZYDUS 100 MG
TABLETS)

Number 1 TRIMEBUTINE MALEATE 102.0

mg/tablet

RA may take appropriate action as per the decision orNo.ms committee.

^

Case No.:105/1/82-

ALC4/2017
Paty Name:CADILA         ,Mcct No/Date:7/82-     status:
IHEALTHCARE LTD          IALC4/2018          :Approved

24.08.2018              1

IHQ File RLA File:08/24/040/00451/AM17/ Lic.No/つ ate10810139644  1
|:01/82/050/01459/AM17/

'02.02.2017               :

Status:
lApproved 

I
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iStatus:

:Approved

… …

:

|:

:

:

|

|

Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was

ided to ratify the ad-hoc input output norms under para4.7 of HBP as per details below or as applied by firm
ichever is lower:

Export product Qty. Sl.No. Import items Qty

CEFEPlME FOR INJECTION
USPlGRAM TOTAL NET
WEIGHT 97.561kg.

Number 1 STERILE CEFEPIME WITH
ARGININE

1.8975 graln

/vial

RA may take appropriate action as per the decision of Norms Committee. :

ヽ

ICase No.:117ノ 1ノ82‐ALC4/2017

甲

滋 /050/0商 1/AM而
‐
IRLAFi「

…… … ……

::08/24/040/00452/AM17/

'Meet No/Date17/82‐

    'Status:

IALC4/2018         :Approved
i24.08.2018         :
ltic:No/5'18:6恵iol`うと34  1
,06.02.2017        1

Parサ Name:CADILA
HEALTHCARE LTD

Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was

decided to ratii/ the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
whichever is lower:

Export product Qty. Import items Qty. allowed

BISOPROLOL     FUMARATE    AND
HYDROCHLOROTHIAZIDE TABLETS 2.5
MG/6.25                     MG

Number BISOPROLOL
FUMARATE

2.51mg/Tablet

BISOPROLOL    FUMARATE    AND
HYDROCHLOROTHIAZIDE  TABLETS  5
MG/6.25                   MG

Number BISOPROLOL
FUMARATE

5.1 mg/Tablet

BISOPROLOL    FUMARATE    AND
HYDROCHLOROTHIAZIDE  TABLETS  10
MG/6.25                       MG

Number BISOPROLOL
FUMARATE

10.2 mg/Tabtt

BISOPROLOL   TABLETS   l.25   MG
(BISOPROLOL ZYDUS l.25 MG TABLETS)

Number BISOPROLOL
FUMARATE

1.275 mglTablet

BISOPROLOL   TABLETS   2.5   MG
(BISOPROLOL ZYDUS 2.5 MG TABLETS)

Number BISOPROLOL
FUMARATE

2.51 mg/Tabbt

BISOPROLOL   TABLETS    5   MG
(BISOPROLOL ZYDUS 5 MG TABLETS)

Number BISOPROLOL
FUMARATE

5.1 mg/Tablet

RA may take appropriate action as per the decision of Norms Committee

iCaseNo.:10/1/82‐ ALC4/2017

:

:Party Name:JODAS EXPOIM
:PVT.LTD.,
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|  ICase No.:3/20/82‐ ALC4ノ2016   Paty Name:INCHEM
LABORATORIES PRIVATE
ILIMITED

",O F i le : 0 I /8 2/0 5 0/0 I I 80/A M t r,''\riri,:;loo, 
ooor, o*r,

'Meet No/Date:7/82‐:ALC4/2018

24.08.2018

,Strtr.t
Deferred

:Lic.No/Date:0910064656
107.02.2017

,Decision: Deferred for comment of TE.

|  ICase No.:161/20/82-ALC4/2016 Paty Name:ARVEE        IMeet No/Date:7/82-     Status:    :
|                       ILABORATORIESINDIA     IALC4/2018          1Approved  l
l l                PNVATE LIMITED      124.08.2018        ‐      |
|  IHQ File:01/82/050/01338/AM17/IRLA File              lLic.No/Date:0810139667  1        

‐

| ‐               |:08/24/040/00315/AM16/    107.02.2017        1      1

1 ‐Decision:  The Committee considered the case as per agenda and in the presence ofthe technical experts,l wasl

191撫糧邸∫IRよ
e ad_hoc hp耐 o■pl noms under para 47 of HBP as per ddtts bdow or as ap口 おdbyarml

Export product Qty. Sl.No. Import items Qty.

Dimethyl 5-Nitroisophthalate l kg 1 Isophthalic Acid 0.771 kg

つ
４ Methanol 0.334 kg

RA may take appropriate action as per the decision of Norms Committee.

…

胃

M面 6/1/82‐A責4/2017椰
濡 認

『

~~囲

F下

~

1                  1

F。

面」而麗あ5面1470/AM而
膨蕊脇iぷ蔦瀬
…
腑 ЮttO139668

1潔1濡i

101

rDecision: The Committee considered the case as per agenda and in the presence of the technical experts, it
;was decided to ratiry the ad-hoc input output norms under para4.7 of HBP as per details below or as applied by
firm whichever is lower:

Export product Qty. Import items Qty.

ETOMIDATE INJECT10N USP
2MG/ML(10 ML)

I Number ETOMIDATE USP 22 mg/10 ml

vial

VIAL 10 ML CLR SUL.TRE
KAISHACHCV10CIP04

Relevant as per

packing policy

VIAL 20 ML CLR SUL.TRE.
KAISHACHCV20CIP03

Relevant as per

packing policy

RS BLT20 MM RFS FLURTC
(ART 1243 4HO/40)

Relevant as per

packing policy
ETOMIDATE INJECTION USP
2MG/ML(20 ML)

I Number ETOMIDATE USP 42 mg/20 ml

vial

響

OF渤 而 咄 %晨 剛 7翻
為 晰

"細
F~   雷

硫

1

1__            1

l  tゴ i`き 8ヽ::4i′i,82:ALё′/2017   Party Name:GODAVARI     'Mect No/Date:7/82-     Status:   |
|  |                      IDRUGS LTD             :ALC4/2018           1Deferred  l

124.08.2018
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Ｆ

Ｉ

Ｉ

VIAL 10 ML CLR SUL.TRE.
KAISHACHCV10CIP04

Relevant as per

packing policy

VIAL20 ML CLR SUL.TRE.
KAISHACHCV20CIP03

Relevant as per

packing policy

RS BLT 20 MM RFS FLURTC
(ART 1243 4110/40)

Relevant as per

packing policy

RA may take appropriate action as per the decision of Norms Commiftee.

「

iCase No.:11/1ノ 82‐ALC4ノ2017
:

|

:

IPHARMACEUTICAL
IINDUSTRIES LTD.

IALC4/2018
124.08.2018

ILic.No/Date10510401582

08.02.2017

謳い 高 萬派
~   

躍淋 浙 漂而 が
~~~~扉

孫了
………
1

Approved

IHQ File

::01/82/050/01365/AM17/

IRLA File

105/24/040/00557/AM17/

ision: The Committee considered case as per agenda in the presence of the technical experts and taking c

r its earlier decision taken in Meeting No. 3/82-ALC4l20l8, dated 05.06.2018 against Advance Authorizati
0510399649 dated 08,09.2016 decided to rati$ the ad-hoc input output norms under para 4.7 of HBP as I
ils below or as applied by firm whichever is lower:

Export product Qty. SI.

No.

Import items Qty.

Dorzolamide and Timolo1 0phthalmic

Solution, 2.0%w/v + 05%w/v, 5ml

(TIMODOL  Sterile  Eye  Drops)
(LOFTEMIDE)

l No vial 1 DORZOLAMIDE
HYDROCHLORIDE

11680

mg/vial
つ
４ TIMOLOL MALEATE 35.88

mg/vial

:RA may●
kc approp●江ea“on as pertte dedsbn ofNoms Comm競 ec

l  iCase No.:121ノ 1ノ82-ALC4/2017 1Parり Name:CLEAN SCIENCE ,Meet No/Date:7/82‐      Status:
:  |                    IAND TECHNOLOGY      IALC4/2018          Approved

lPVT LTD.              24.08.2018

| 1器 3児5υOИ7yAM17  景 が ::OЮ016VAM17  け ど
g品
彎

α3H0066608‐
    ‐

|  :Decision:  The Committce considered the case as per agenda and in the presence ofthe technical experts, 11
applied by

Ж
・‐Ｏｎ　四

102

―
鷹

Export product Qty. Sl.No. Import items Qty.

Gualaco1 990/O PURITY l kg 1 Phenoxy methane/Anisole PURITY
93%MAXIMUM

1.17 kg

つ
４ Hydrogen Peroxide(60%)PURITY

600/0

0.687 kg

Acetone (Solvent) 0.14 kg

RA may take appropriate action as per the decision of Norms Committee.

Case No.:27l 6182-ALC4l2Oll Party Name:CLEAN SCIENCE Meet No/Dat e:7182-
] .AND TECHNOLOGY PVT.LTD. .ALC4I2OI8

, I .24.08.2018

104 , r^ F:r^ .n ! /o./n <n /nn <nat a tt t o/ Dr A r:r^ I i^ \l^/n-f-.'lI lAAAA111

Status:
Approved

IHQ File:O1/82/050/00597/AM18/:RLA File              Lic No/Date:3110066777
1                             131/83/040/00035/AM18/        109.06.2017

」
The Comminee considered the case as per agenda and in the presence of the technical experts.

firm whichever is lower:
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ハ

,was decided to ratifli the ad-hoc input output norms under

rfirm whichever is lower:

RA may take appropriate action as per the decision of Norms Committee.

¨ 漏 S per detailS be10W OrT耐

1
Export product Qty. Sl.No. Import items Qty.

Guaiacol l kg 1 PhenoI PURITY 99%AND ABOVE 1.108 kg

つ
４ DimethyI Sulphate PURITY 99%
AND ABOVE

0.847 kg

3 Caustic Lyc PURITY 40%AND
ABOVE(1000/o basis)

0 35 kg

4 Hydrogen Peroxide(60%)PURITY
60%

0.687 kg

5 Acetone (Solvent) 0.14 kg

,  Case No.:1/6/82‐ALC4/2017   Parり Name:DSM SINOCHEM
I  I                     IPHARMACEUTICALS INDIAI                     IPHARMACEUTICALSIND:1         'VTLTD.
105直
。爾e前/82/050/00571′AM18/RLA File ~~~~…

……

122/24/040/00094/AM17/

Decision: Deferred for comments of TE.

IMeet No/Date:7/82‐

IALC4/2018IALC4/2018
124.08.2018

‐Lic.No/Date:2210015738

123.06.2017

:1  習 … … 1濶納‐
HQ File RLA File Lic.No/Date:0310814908 Defer Date:
:01/821050/00610/AM18/ :0319410401002951AM181 ,31.07.2017

106 Decision: TheCommineeconsideredcaseasperagendainthepresenceofthetechnical expertsandtakingcue1lUO lυ じじISi011:   1110し OIIIInlLtCC CO1lSlucrco casc as pcr agenca ln lne presence oI Ine tecnnlcal expens and taKlng cue

l   lfrom ls earlier decision taken in Meeting No.3/82‐ ALC4/2018,dated 05.06.2018 against Advance Authorizalon
‐No.0310808312 dated 06.10.2016,decided to can for foHowing information/documentsi

iv) Copy of DML for each export product
v) Master Batch Formula for each export product
vi) NOC from Ministry of Environment Forest and Climate Change

ICase No.:23/6/82‐ ALC4/2017  ,Parり Name:SHARP MINT LTD.

:           |
IHQ File:01/82/050/00593/AM18/IRLA File

l:05/24/040/00194/AM18/

Decision: TheCommitteeconsidered the case as per agenda and
was decided to ratiflz the ad-hoc input output norms under para 4.7
firm whichever is lower:

Mcet No/Date:7/82-

IALC4/2018
124.08.2018

閣  03559
L in the presence ofthe technical experts, it
of HBP as per details below or as applied by

1107
Export product Qty. Sl.

No
Import items Qty.

L‐ Menthol l kg 1 Meta Cresol 1.5 kg

う
乙 Iso PropylAlcohol As per Appendix 4E,

all these raw materials
are indigenously
procured. Hence, not
allowed.

Vinyl Acetate

4
N-Heptane

RA may take appropriate action as per the decision of Norms Committee.

tStatus: iri
rApproved 

I,]
11
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「

ICase No.:94/6/82‐ ALC4/2017

LTD.                 124.08.2018

Lic.No/Datei031 0815019

10408.2017

Decision: The Comminee considered the case as per agenda and in the presence of the technical experls. it
was decided to ratii/ the ad-hoc input output norms under para4.7 of HBP as per details below or as applied by

iflrlll Whichever is lowcr:

Export product Qty Sl.

No.

lmport items Qty.

CLARITHROMYCIN GRANULES
27.5%

l kg 1 CLARITHROMYCIN 0.2778 kg

つ
４ ACETONE 1.00 kg

CLARITHROMYCIN GRANULES
33%

l kg 1 CLARITHROMYCIN 0.333 kg

つ
４ ACETONE 1.00 kg

CLARITHROMYCIN GRANULES
40%

l kg 1 CLARITHROMYCIN 0.404 kg

つ
４ ACETONE 1 00 kg

CLARITHROMYCIN GRANULES
42%

l kg 1 CLARITHROMYCIN 0 4242 kg

2 ACETONE 1.00 kg

CLARITHROMYCIN GRANULES
43%

l kg 1 CLARITHROMYCIN 0.4343 kg

つ
４ ACETONE 1.00 kg

RA may take appropriate action as per the decision of Norms Commiftee

Pa“y Name:KOPRAN       Meet No/Date:7/82‐
RESEARCH LABORATORIES IALC4/2018

Status:
Approved

108

109

per agenda and in the presence of the technical experts, it
lwas decided to ratiry the ad-hoc input output norms under para4.7 of HBP as per details below or as applied by

ifirm whichever is lower:
!

Export product Qty. Sl.No. Import items Qty.

PuGABALIN l kg 1 ISOVALERALDEHYDE 4.08 kg

う
′ CYANOACETAMIDE 5.42 kg

R(十 )‐METHYL BENZYL AMINE
OR(R)-1¨PHENYLETHYLAMINE)

0.114 kg

4 ISO PROPYL ALCOHOL(IPA) 1 96 kg

CHLOROFORM 2.50 kg

RA may take appropriate action as per the decision of Norms Committee

Case No.:137/`/82-ALC4/2017

HO琴
面 而 而 画 面 AM18/ RLA File

103/95/040/00036/AM18/

ILic No/Datei03 10815140

,Status:
rDeferred

,O"rui Put",

lDecision: Deferred for comments of TE.

‐11.08.2017

IHQ File:01/82/050/00664/AM18/RLA File

I  ICase No.:95/6/82-ALC4/2017  Pa●y Name:KOPRAN       :Meet No/Date:7/82-     IStatus:

|  :                     IRESEARCH LABORATORIES :ALC4/2018          :Approved,  .                     ILTD.                 124.08.2018          1
ILic.No/Date:0310815033

:03/94/040/00383/AM18/        104.08.2017
:HQ File

:
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Case No.:10816182-ALC4l20l7 Party Name:USV PRIVATEIF

ILIMITED(FORMERLY USV
‐LIMITED)

IHQ File:01/82/050/00678/AM18/1RLA File

l                  l:03/95/040/00393/AM18/

Decision: Deferred for comments of TE

IMeet No/Date:7/82-

lALC4/2018
124.08.2018

‐Lic.No/Date:0310815158

116.08.2017

:  ICase No.:1`/6/82-ALC4/2017

1112 HQAぉ biた 2/0も b′665な

`/AMI炒

RLA Flle

:05/24/040/002191AM18/

|  ICase No。 :106ノ6/82‐ ALC4/2017  Parサ Name:SPAK ORGOCHEM McetNo/Date:7/82‐      iStatus:    :
|(INDIA)PVT.LTD.        IALC4/2018          :Approved  l

‐  .                  1                  124.08.2018         1       ‐

:

|

|

1113

,was decided to ratifo the ad-hoc input output norms as applied for by the firm under para 4.7 of HBP for one time
:basis only and no repeat licence allowed.

,R,t may take appropriate action as per the decision of Norms Committee

簸 品 揃/82/050/006要瀬品Iy聰
臨 蔦 扁 テ

~…

慨 需
面 繭 声

|

Decision: The Committee considered the case as per agenda and in the presence of the technical experts. it

I l4 ,was 
decided to ratifii the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by

firm whichever is lower;

Export product Qty. Sl.No. Import items Qty.

Sorbitan Mono Oleate l kg 1 Sorbito1 700/O Solution 0.46 kg

2 Oleic Acid 0,77 kg

RA may take appropriate action as per the decision of Norms Commiftee. 二十

1猛 Q Fil而続 而 而 編 7猛A Ⅲe~~  釉 統 濡 画 面 声 |  |
|                    |:03/95/040/00424/AM18/    123.08.2017         1       1

1H5鷲オ肌a山よ電:::器蹴:fT穂訛』織「l愚熙1堺11猟『l;ijγj:::i:翼∬朧 e¶脚掘:i
l   No.0310817585 dated 07.12.2017,decided to ratitt the ad¨ hoc input output nomls under para 4.7 of HBP as pel

‐    tdetails belo、 v or as applied by flrm whichever is 10、 veri                                                     .

| |                            |

「
~WTTW世

躍
=町

|

Export product Qty. S!.

No.

lmport items Qty.

Partb7 Name:SUN
IPHARMACEUTICAL
INDUSTRIES LTD.,

IMcet No/Date:7/82-

:ALC4/2018
12408.2018

iStatus:
rDeferred

1蹴辮
α∞Ю4037"PebD配

|

Decision: Deferred for comments of TE

ICase No.:149/6/82‐ALC4/2017  Pa“y Name:THEON
IPHARMACEUTICALS LTD,

IMeet No/Date:7/82-

:ALC4/2018
124.08.2018

:師扇蔽
~~~~~|

HQ File IRLA File

18.08.2017

:Approved

|
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BICALUTAMIDE SULFIDE
CHEMICAL NAME:N‐ [4-
CYANO-3-(TRIFLUORO
METHYL)PHENYL]‐ 3‐ [(4-
FLUOROPHENYL TH10)]-2-
HYDROXY‐ 2‐METHYL
PROP10NALIDE

l Kg. 1 N― [4-CYANO‐ 3‐ (TRIFLUORO
METHYL)PHENYL]
METHACRYLAMIDE
M.F.:C12H90N2F3M Wt.:254

0.709 kg

2. 4-FLUOROTHIOPHENOL
M.F.:C6H5F5M Wt.:128

0.30 kg

RA may take appropriate action as per the decision of Norms Committee.

満
け
―

６

Q File i01/82/050/00679/AM18/:RLA File

i:03/95/040/00431/AM18/

Deferred for comments of TE

IParty Name:RUSAN PHARMA  IMeet No/Date:7/82‐       Status:
ILTD                   IALC4/2018           1Deferred
l                            124.08.2018              1

‐Lic.No/Date:0310815403
‐28.08.2017

Defer Date:

　́

　

　

　

　

　

７

|五ξも`こ1おた/821ALこ Zん

“

ウ
~,irty｀
温まζ責良EE i「Ё

I                     SCIENCES PVT LTD

IHQ Flle:01/82/050/00693/AM18/:RLA File
1                             103/95/040/00437/AM18/

ILic.No/Date:0310815404  1Defer Date:

2808.2017              1

rDecision: Deferred for comments of TE

IStatus:

,Approved

Decision:  The Comnlittee considered case as per agenda in the presencc ofthe technical expens and taking cue
lfrom its earlier decision taken in Meeting No.3/82-ALC4/2018,dated 05.06 2018 against Advance Authorization

lllR INo.0410162034 dated 10.06.2018,decided to ratify the ad― hoc input output nolllls under para 4.7 of HBP as per

IH8慾ilξ縄罵‰!需 il彎
・律f淵:胤盤∫1乳leaふ

h∝ hp帆 ou"耐 nOms und∝ ptta 47 of HBPぉ p∝
ils below or as applied by firm whichever is lower:

Export product Qty. SI.

No.

lmport items Qty.

Lincomycin Injection USP

600m!2ml-2ml
51704.000

Vials

Lincomycin Hydrochloride USP
Lincomycin Hydrochloride

31.785 BOU

RA may take appropriate action as per the decision of Norms Committee.

Paty Name:NECTAR
ILIFESCIENCES LIMITED

:22/24/040/00009/AM18/

Meet No/Date:7/82‐

LC4/2018
124.08.2018

Lic.No/Dat

‐3008.2017

Export product Qty. Sl.No. lmport items Qty.

Ceftriaxone Sodium Sterile l kg 1 Ceftriaxone Sodium (Non 1.04 kg

ICase No.:109/6/82-ALC4/2017

:Meet No/Date:7/82-

:ALC4/2018
124.08.2018

;Status:
tDeferred

iCase No.:30/6/82‐ ALC4/2017 Paty Namc:CAPLIN POINT

ILABORATORIES LTD。 ,

Meet No/Date:7/82¨

IALC4/2018
124.08.2018

:HQ File:01/82/050/00600/AM18/RLA Flle
l                             ::04/24/040/00110/AM18/

ILic.No/Date:0410163473

130.08.2017

ICase No.:68/6/82‐ ALC4/2017 Status:

:Approved

嘲餞響mi鵬醐孵鸞 講鐵 船椰補
|  ldetails below or as applied by flm whichever is lower
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The export product shall account

for 5050 Nos. of capacity of l0
Kgs. each Aluminium Bottle

Anodized with Tear of alu &
ChlorobutylPlug

Sterile)

う
ん Acetone 1.72 kg

Aluminium Bottle
Anodized with Tear offalu cap
& chlorobutyl plug

Relevant as

per packing
policy

RA may take appropriate action as per the decision of Norms Committee.

Case No.:150/6/82-ALC4/2017 IParり Name:NECTAR
:LIFESCIENCES LIMITED
i

|

HQ File i01/82/050/00720/AM18/RLA File

122/24/040/00032/AM18/

,Mcet No/Date:7/82-    IStatus:

:瑠獄ぜ  ,"ЮКd
lLic.No/Date:2210015760  1
,30082017              1

120

IDecislon:ln the light of eariler decision taken by NC in its 7/82 meeting dated ll.09.2014′ it was decided to ratify l

norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:
:

Item of Export Quantity S′No Item of lmport Quantky al!owed

kg/kg

Cefixime Trihydrate l kg GCLE 1.507

2. Sodium bromide 0.3628

Tri Phenyl Phosphine 0.820

4. DMF 1.869

5. Methylene Chloride 1.546

6. Formaldehyde 1‖ 8

Methanol 5.117

8 Phenol 0.3808

9 Butyl Acetate 0.302

10 Eno Carbon 0.100

Acetone 0.793

MICA Ester 0.820

13
Triethylamine (TEA) 0.2717

RA may take appropriate action as per the decision of Norms Committee.

121

ICase No.:143/6/82‐ALC4/2017 1Parサ NameiSHIVA        Meet No/Date:7/82-     IStatus:

|     :HARMACHEMLTD ttLα
,創 8  8可 de

.24.082018              1|     :HARMACHEM LTD 
■Lα,創 8  Rttdd
i24.082018              1

1HQ File               iRLA File              Lic.No/Date:3410043429  1
101/82/050/00713/AM18/     :34/24/040/00121/AM18/    :31.08.2017         1        1

1Decision:  The Committee considered the case as per agenda in the presence ofthe technical experts,wherein l l

lWaS ObServed that in the 4.7 application,there are two different raw material with nO bifurcated.Hence,the l

iCOmmi"ee decided to rttect the case.                                         |

|
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ICase No.:151/6/82¨ALC4/2017  Paty Namc:NECTARPaty Namc:NECTAR
ILIFESCIENCES LIMITED

IMcct No/Date:7/82-

lALC4/2018
124.08.2018

Status:
:Approved

Status:
Approved

|
|

胃
画面而扇mν

脇蕊λ蔦薦y一
―
1輛   ~I - l:22Dafia0/00034/AMl8/ l:t.os.zotz I i

IDecお lon: The Commltee considered case as per agenda in the presence ofthe techntal expens and taking cucl

liom its earlier decision taken in Meeting No.6/82‐ ALC4/2014,dated 29 08.2014 against Advance Authorization i

,No.0910060798 dated 04.08.2014,decided to ratitt the ad― hOC input output nolllls under para 4.7 of HBP as perl

rdetails below or as applied by firm whichever is lower:

Export product Qty. Si.

No.

Import items Qty.

Ceftriaxone Sodium Sterile l kg 1 Ceftriaxone Sodium (Non Sterile) 1.04 kg

つ
４ Acetone 1.72 kg

Aluminium Bottle
Anodized with Tear off alu cap &
chlorobutylplug

Relevant as per

packing policy

RA may take appropriate action as per the decision of Norms Committee.

覇面 面 繭 面 罰 蒟F…
…

[蕊霜
謙 雨 両 面

「

    F…

1           1           24.08.2018

i i:0512310401002r8/AMl8/ lo+.oe.zon
Decision: The Committee considered case as per agenda in the presence of the technical experts and taking cue

flom its earlier decision taken in MeetingNo. l/82-ALC4l20l8, dated 01.05.2018 against Advance Authorization
rNo.05l0402049dated 23.03.2017 decidedtoratifythead-hocinputoutputnormsunderpara4.T ofHBPasper
:details below or as applied by firm whichever is lower:

Export Product Qり .
Ｓ‐
．
Ｎ。

Import items Quantity allowed

Vinorelbine
Injections
l0mg/lml.

I Number 1 Vinorelbine Tartrate IP/USP.

IP/USP
15.239 mg/ vial

つ
４ Rubber Stoppers for Pharmaceutical

Article Use R/S l3mm Daikyo
Fluorotec S2-F45 I W D7'77 -l .

Rubber Stoppers l3mm dia coated.

Relevant as per packing
policy

Vinorelbine
Injections
50mg/5ml

I Number 1

Vinorelbine Tartrate IP/USP.

IP/USP

76.195mglvial

2 Rubber Stoppers for Phamaccutical

Article Use R/S20mm Fluorotec

1242-1888 WSTR.
Rubber Stoppcrs 20min dia coated.

Relevant as per packing
policy

IRAconcemedmaytakefurthernecessawactionasperabovedecisionofNC.

l ftteN酬
″

"‐

ALC4/20171鵠
柵 :器

LANT  
性 嘲 Tα

7紗‐

1織 ed
‐   :                                                         24.08.2018              :

11241iOriお biたシb`b/o6648/AM18/RLA lib          bc.No/Dtte:0510403934 1Detr Date:
:   1                             105/23/040/00217/AM18/        05.09.2017               1

:  IDecision: Deferred for comments of TE

||

|

|

潟
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Party Name:JODAS EXPOIM

‐                      IPVT.LTD
1                1
125101i3bi'8276ζ

076664と/AMl慧

'■

こA Fiお 
……~… ~~

1                     1:05/23/040/00227/AM18/

Decision: Deferred for commenti of fn

Case No.:79/6/82-ALC4/2017

論 柵

αJODAS EXPα M

126 
HQ File :01/82/050/00649/4Ml8/ RLA File

:05/23/040/00226/AM18/

Decision:  Deferred for comments ofTE

―

―

lM10403960

~魯

派死両G面5面」ラ蕊
「

~~~~

1瑠盤ゞ~・

Lic:｀お7biお扇lo403959
107.09.2017

IMeet No/Date:7/82-

:ALC4/2018
124.08.2018

1Lic.No/Date:0310815731

113.09.2017

rStatus:
,Deferred

b.i., bui",

t.....,.,.. ._.........,.,_

Status:
Deferred

Defer Date:

'Status:
Approved

127

ICase No.:72/6/82‐ ALC4/2017  Party Name:STRIDES SHASUN 'Meet No/Date:7/82-
ILIMITED               IALC4/2018
1                            124.08.2018

HQ File :01/82/050/00 642tAMl8/ RLA File Lic.No/Date: 0410163499
::0412410401001 l2lAM l8/ 08.09.2017 : ,

Decision: The Committee considered case as per agenda in the presence of the technical experts and taking cue
fiom its earlier decision taken in Meeting No. 4/82-ALC4l20l8, dated 19.06.2018 against Advance Authorization
No.04l0l63776dated 06.12.2017 decidedtoratifothead-hocinputoutputnormsunderpara4.T ofHBPasper
,details below or as applied by firm whichever is lower:

E,xporl Product Export
Quantity ０

Ｓ
．
Ｎ

Import Product Quantity Allowed

POTASSIUM CITRATE
EXTENDED‐ RELEASE
TABLETS USP 5mEq-540MG
NET API CONT1572.400MG/
PER TABLETSINCL WASTAGE

Number 1

TRIPOTASSIUM
CITRATE USP

550.8 mg/ 5 mEq /tablet

POTASSIUM CITRATE
EXTENDED FELEASE
TABLETS USP 10mEq-1080MG
NET APICONT:1144.8MG/PER
TABLETINCL WASTAGE.

Number 2

TRIPOTASSIUM
CITRATE USP

I I 0l .6 mg/ l0 mEq /tablet

POTASSIUM CITRATE
EXTENDED RELEASE
TABLETS USP 15mEq‐ 1620MG
NET APICONT:1717.200MG/
PER TABLETINCL WASTAGE

Number 3
TRIPOTASSIUM
CITRATE

1652.4 mg/ 15 mEq /tablet

IRA may take appropriate action as per the decision of Norms Committee.

…
1濡
『
1

Case No.:120/6/82‐ ALC4/2017  Parり Name:YASHO
INDUSTRIES PVT.LTD

HQ Filc:O1/82/050/00690/AM18/IRLA Flle

l:03/95/040/00481/AM18/

129 Decision: The Committee considered case as peragenda in the presence of the technical experts and takingcue
rfrom its earlier decision taken in Meeting No. 2/82-ALC4l2Ol8, dated 16.05.2018 against Advance Authorization
No.03 108 l0430dated l0.0l.20l7decidedtoratif,/thead-hocinputoutputnormsunderpara4.TofHBpasper.
,details below or as applied by firm whichever is lower:

Export product Exp.

Qtv.

Si.

No.

lmport items Qty.

A!lowed
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―

―

l

BUTYLATED HYDROXY ANISOLE
(BHA)(FLAKES/POWDER/FF)

l kg HYDROQUINONE 1.247 kg

2 TERTIARY BUTANOL 0.839 kg
PHOSPHORIC ACID 1 00 kg

4 HEXANE 100k負

RA may take appropriate action as per the decision of Norms Committee

Status:
Deferred

Defer Date:
:

iDecision: Deferred for comments of TE.

: ギ
e NQttα8ZALC″2m7:鑑

器11ピ
比&  
性き淵Tα
782 1輝

l‰ed
1   1                           1                           124.082018             ‐

1  1HQ File              lRLA File             lLic.No/Date:0510404051 1
1  1:01/82/050/00660/AM18/    1:05/24/040/00259/AM18/    12009.2017        1

Decision: The Committee considered the case as per agenda and in the presence of the technical experts, it was;
'decided to ratifl the ad-hoc input output norrns as applied for by the firm under para 4.7 of HBP for one time basis

only and no repeat licence allowed.

jRA may take appropriate action as per the decision of Norms Committee
|

:  |む1:き bヽi:ibi,6/j'LALC4た 017  Parり Name:YASHO       IMcct No/Date17/82-
|  |                     IINDUSTRIES PVT.LTD.     :ALC4/2018
‐                                '                            124.082018

「

ICase No.:75/6/82‐ ALC4/2017 Pa●y Name:STRIDES SHASUN
ILIMITED

IMeet No/Date:7/82-

:ALC4/2018

12408.2018

,Status:
'Deferred

HQ File:01/82/050/00645/AM18/RLA Flle
:04/24/040/00124/AM18/

lDecision: Deferred for comment of TE.

i lDetぶふ
「
befe品ざお:1 ~ 'Wイ

γYツVVVツ今Mly   /LUソ .ZUlノ      :    :
comments of TE

M、面10163547~話薔
~Dateri

― ― ― 一 一
―
―
―
一 ― ― ― 一 一 ― ―

― ‐―
―
一
ヽ ――

一 ― ― ― ―
ヽ
一 ― ― ―

'一 ― ― ― ″‐

1

IMeet No/Date:7/82‐

IALC4/2018
124082018

Status:
rDeferred :

―

―

|

IDefer Date: |

:Decision:Deferred for comments of TE

lDecision: Deferred for comments of TE

1129
IHQ File:01/82/050/00701/AM18/RLA File

13.09.2017| |

Parり Name:UPL
ILTD.(FORMERLY UNITED
IPHOSPHORUS LTD。 )

:RLA File

l  iCase No.:125/6/82-ALC4/2017 IPatt Name:USV PRIVATE
ILIMITED(FORMERLY USV
LIMITED)

IMeet No/Date:7/82-

AヽLC4/2018
124.082018

.Status:

Deferred

1134
:Litiヽも

'5農`:6」

16恵 i`恵ケ,  lbも fei bie: |
121.09.2017
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ALC4/2017
135..人 ユ■

~~

Party Name:CADlLA
‐HEALTHCARE LTDHEALTHCARE LTD

|  IHQ File            lRLA File
l    :01/82/050/00656/AM18/  108/24/040/00151/AM18/

IMeet No/Date:7/82-ALC4/2018 1Status:Deferred   l

12408.2018                  1                  1

1Lic.No/Datc:0810140994    1Defer Date:      :
122.09.2017                  1                  1

ICase No.:86/6/82-      Party Name:CADlLA

1''HQ「
i3 ~~~ ~IRLA File…

…

|   'Decision: Deferred for comments offor comments of TE.

|   ICase No.:118/6ノ 82-ALC4/2017  Party Name:METROPOLITAN
I  I                    EXIMCHEM PRIVATE LTD.
1136111361

1  HQ File:01/82/050/00688/AM18/RLA Flle
:03/95/040/00446/AM18/

い お 晟ざ而 I
:ALC4/2018

24.08.2018

ILic.No/Date:0310815895

122.09.2017

師 ‐

I)eferred

PctrDatα
|

Decision: Deferred for comments of TE

ICase No.:122/6/82¨ALC4/2017  Parサ Name:RELIANCE
.                    INDUSTRIES LTD.

:Meet No/Date:7/82-

IALC4/2018
124.08.2018

1Lic.No/Date:0310815890
122.09.2017

by the firm and it was observed that the firm has only
the plant and not furnished the guaranteed norms of

Status:
Deferred

IDeferDate: ~｀

~~

the firm and it was observed that the firm has only
plant and not furnished the guaranteed norms of

Ethylene'om thel

RLA File

:03/95/040/00246/AM18/

137 Decision: The Committee examined the reply furnished
,indicated the process parameters to be maintained in
;consumption from Ethane to Ethylene.

jHence, the Committee decided to call for guaranteed norms of consumption from Ethane to Ethylene from
lfi*.

IHQ File:01/82/050/00692/AM18/

Ч
劇

ICase No.:129/6/82‐ALC4/2017 Parサ Name:RELIANCE
lNDUSTRIES LTD

IHQ File               lRLA Flle
101/82/050/00699/AM18/    1:03/95/040/00371/AM18/

the reply furnished by
be maintained in the

rconsumption ffom Ethane to Ethylene.

:HenCe,the Commttee dccided to call for guaranteed nollllS Of COnsumption iom Ethane to
lflrm.

イ
｀,so Nn・ 70ノκノR,_▲ lr∠ノつ017   1p,rfICase No.:70/6/82-ALC4/2017   Paty Namc:CAPLIN P01NT

LABORATORIES LTD., ALC4/2018
24.082018

Status:
rDeferred

翻

冨而 T`3550 一
Ｄ fer Date:

| で1:き No:五乃た,lALё4/201'~‐ ■ 6ヽ温
=ё
LEA｀もёlENCE~IMeetNo/Datより

'慧

う:~‐  ぉ iメtiξ

「

…
|

1  1                     1AND TECHNOLOGY PVTLTD.:ALC4/2018          1Deferred  l
24.08.2018      1     1

ИO●0品 :m麓ん5j“ 725/AM赫 晨二A品
 話 j ,ぉ 鸞

&ib艦蕊b 
Ⅲ
b■

|    1                             131/83/040/00080//

l  ibtciζi31:bιferrta For t8品品

`IIζ `rit ~  

―‐―― ―   ―  ‐―‐― ‐―   ―  …… …  ‐
|

ｄＳｔａｔｕｓ‥̈
lDefer Date:

:Meet No/Date:7/82‐

:ALC4/2018
:24.08.2018

139 He rne:orzs)zosoiooo4olarrarsl ,nle il.
Decision: Deferred for comments of TE
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1Case No.:115ノ 6/82-ALC4/2017  Parり Name:MEHK
I                     ICHEMICALS PVT.LTD.

103/95/040/00500/AM18/

Decision: Deferred for comments of TE

:Lic.No/Date:0310815952  1Defer Date:
126.09.2017              1

IMeet No/Date:7/82-

ALC4/2018
124.08.2018

Status:
Deferred

■41

「

.Case No. : I 5 2 / 6 /82- ALC 4 tZOt i li; irt1 N ame : SCOTT-EDIL
IADVANCE RESEARCH LAB.

'AND 
EDUCATION LTD

lHQ File :011821050100'?22lAMl8l ,RLA File
I l:221241040100038/AMl8/

Decision: Deferred for comments of TE

ICase No.:1/7/82‐ ALC4/2017   1Parり Name:CLEAN SCIENCE
I                    :AND TECHNOLOGY PVT.LTD.

IHQ File:01/82/050/00723/AM18/IRLA File

l                    131/83/040/00082/AM18/

IMcet No/Date:7/82-

ALC4/2018
‐24.08.2018

1蹴辮
α
"Ю
ttЮ
 PCttDttα

Status:
Deferred

142

Meet No/Date:7/82-

ALC4/2018
2408.2018

Lic.No/Date:3110066885

03102017

,Status:
Approved

¶

Decision: The Commirtee considered the case as per agenda and in the presence of the technical experts. it
was decided to ratiry the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by

lf1111l whichever is loweE
I

Export product Qty. SI.No. Import items Qty.

Guaiacol l kg 1 Phcnol PURITY 99%AND ABOVE 1.108 kg

2 Dinlethyl Sulphate PURITY 99%

AND ABOVE
0.847 kg

3 Caustic Lye PURITY 40%AND
ABOVE(100%basis)

0 35 kg

4 Hydrogen Peroxide(60%)PURITY
60%

0.687 kg

5 Acetone (Solvent) 0.14 kg

RIanual Agenda ofNC Meeting No。 7/2018

Scheduled to be held on 24.08.2018

Case No. B- I I M/s. Dsm Sinochem Pharmaceuticals India Pvt., Ltd.
M.No.7/AM-18        1 File No.01/82/50/01788/AM16/DES― Ⅲ
Date 24.08.2018        1 RLA No.22/24/040/00085/AM16

AdvoAuth.No.2210015363 1Dated:09.12.2015

Decision: Committee considered case as per agenda and in consultation with technical expert present in the

meeting, it was decided to amend/correct the description of import item Sl. No. 2 to be read as'.Formidase
(Enzyme)" instead of 66Elcolase Enzyme". Rest of minutes would remain same.

RA concerned may take further necessary action as per above decision of NC

ヘ

IHQ File:01/82/050/00685/AM18/1RLA File

as



52

Casc No.B-2           1M/s.RAY CHEMICALS PRIVAttE LIM!TED′
M.No.7/AM-18 | rite rrto. ovszlosololzl7lAul3
Date 24.08.2018 | nm ruo. o7/24/040100398/AM13

Adv.Auth.No.0710092831 dated 01.01.2013

Decision: Committee considered case as per agenda and in consultation with technical expert present in the
meeting, it was decided to amend the quantity of import item at Sl. No. I to be read as "1 BROMO 3

CHLORO PROPANE - O.92" kg instead of "1- BROMO 3 CHLORO PROPANE - 0.092 kg". Rest of minutes
would remain same.

Case No.B-3
M.No.7/AM-18
Date 24.08.2018

M/s.INDO AMINES LIMITED
File No.01/82/050/00181/AM15

RLA No.03/94/040/00958/AM14
Adv.Auth.No.0310768616 Dated:30.01.2014

Decision : Committee considered case as per agenda in the presence of the technical experts and it was
decided to ratiff the ad-hoc input output norrns under para 4.7 of HBP as per details below or as applied by
firm whichever is lower:

Export product Exp.

Oty.

SI.

No.
Import items Qty. allowed

COCO AMINE l kg l DISTILLED COCONUT FATTY
ACID

1.303 kg

RA concerned may take further necessary action as per above decision of NC.

Casc No.B-4
M.No.7/AM-18
Date 24.08.2018

M/s.INDO AMINES LIMITED
File No.01/82/050/00417/AM16
RLA No.03/94/040/01024/AM15
Adv.Auth.No.0310794134 Dated 25.02.2015

Decision : Committee considered case as per agenda and as per earlier decision taken by NC in its rneeting
dated 2/AMl9 dated 16.05.2018 it was decided to ratifz the ad-hoc input output norms under para 4.7 of
HBP as per details below or as applied by firm whichever is lower:

Export product Exp.

Oty.

SI.No. Import items Qty. allowed

CYANOETHANE
(99.5%)

l Kg. 1 PROPIONITRILE   98% 1.02 kg

RA concerned may take further necessary action as per above decision of NC.

Case No.B-5
M.No.7/AM-18
Datc 24.08.2018

M/s,MICRO LABS LTD
File No.01/82/50/01047/AM18/DES― IⅡ
RLA No.07/24/040/00372/AM16
Adv.Auth.No.0710109368 dated 04.02.2016

Decision: Committee considered case as per agenda and deliberated on the matter in tlie presence of the
technical experts and it was decided to revise the ad-hoc input output norrns under para 4.7 of HBp as per
details below or as applied by firm whichever is lower:

AMOXICILLIN 125
MGttFLUCLOXACILLIN 125
MG/5ML ORAL SUSPENSION

AMOXICILLIN
TRIHYDRATE
BP/EP/USP/1P

3012.83

mg/bottle

Ｓ‐
．
Ｎ。
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100 ML BOTTLES
BP/EP/USP/1P(500 KG)

つ
４ FLUCLOXACILLIN SODIUM
BP/EP/USP/1P

2856.33

mg/bottle

AMOXICILLIN 250 MG+
FLUCLOXACILLIN 250 MG
CAPSULES
BP/EP/USP/1P(4750 KG)

lNo.
Capsules

1 AMOXICILLIN
TRIHYDRATE
BP/EP/USP/1P

292.68

mg/capsule

つ
ん FLUCLOXACILLIN SODIUM
BP/EP/USP/1P

277.47

mg/capsule

RA concerned may take further necessary action as per above decision of NC

Case No. B- 6 | M/s. Asiatic Drugs &Pharmaceuticals Pvt. Ltd
M.No.7/AM-I8 | r'ite NoOr/82lOsOlOO672/AMt7/DES-||
Date 24.08.2018 | nla No. 0s/23l04oloor23lAutl

Adv.Auth.No.0510399239 Dated 27.07.2016

Decision: Committee considered the case as per agenda and in consultation with technical expert present in

the meeting, it was decided to amend the description of Export product from " Amoxcillin Trihydrate " to
" Ampicillin Trihydrate (From 6-APA Route) " and amendment in the description of import item Sl.

No. 2 from "D-(-)-para-hydroxy phenyl glycine base(p-HPG base)" to " D-(-)-AIpha phenyl glycine

base(PG base) " . Rest of minutes would remain same.

RA concerned may take further necessary action as per above decision of NC

Casc No.B-7           1M/s.DIVIS LABORATORIES LTD
M.No.7/AM-18        1 File No.01/82/050/01788/AM16
Date 24.08.2018 | nl-e No. 09/241040100716/AMl6

Adv.Auth.No.0910063414 dated 15.03.2016

Decision: Committee considered case as per agenda and in consultation with technical expert present in the

meeting, it was decided to amend the description of import item Sl. No. I may be corrected and to be read

as "2-(2-OXO-PYRROLIDIN-f-YL) BUTANOIC ACID" instead of "2-(2-OXO-Pyrrolidin-lYl)".
Rest of minutes would remain same.

RA concerned may take further necessary action as per above decision of NC

Case No.B-8           1M/s.DIVIS LABORATORIES LTD
M.No.7/AM-18        1 File No.01/82/050/00514/AM15
Date 24.08.2018        1 RLA No.09/24/040/00658/AM14

I Adv.Auth. No. 0910059678 dated28.03.2014

meeting, it was decided to revise to revise the input output nonns in line with the Central Excise Certificate

submitted by the firm as under para 4.7 of HBP as per details below or as applied by firm whichever is

lower:-

Export product Exp.

Qty.

SI.

No.

Import items Qty.
allowed in
kg

(Z)‐ 2‐(2,3-

DICHLOROPHENYL)-2-

(GUANIDINOIMINO)
ACETONITRILE

lkg. 1 ANIINO GUANIDINE BI
CARBONATE

l.42

2. ACETONITRILE 3.00

Ｏ
Ｊ 2,3-DICHLORO BENZOYL
CYANIDE

1.19

RA concerned may take further necessary action as per above decision of NC.
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Case No.B-9           1M/s.DIVIS LABORATORIES LTD
M.No.7/AM-18         1 File No.01/82/050/00491/AM15
Date 24.08.2018       1 RLA No.09/24/040/00150/AM15

I Adv.Auth.No.0910060536 dated 25.06.2014
Decision i Cominittee considered case as per agenda and in consultation、 vith technical expert present in the

meeting, it was decided to revise to * the input output norrns in line with the Central Excise Certificate
and the details submitted by the firm as under para 4.7 of HBP as per details below or as applied by firm
whichever is lower :-

Export product Exp.Qty. Si.No. Import items Qty.a110Wed in

kg

TELMISARTAN lkg。 l 2-CYANO‐4-METHYL
BIPHENYL

0.80

2. METHYLENE CHLORIDE 4.10

3 METHANOL 9.00

4 2‐N―PROPYL-4¨ METllYL-6-
CARBOXYLATE-lH‐
BENZIMIDAZOLE

0.79

ξ
υ N―METHYL ORTHO
PHENYLENE DIAMINE
DIHYDRO CHLORIDE

0.71

6 PHOSPHOROUS
PENTOXIDE

1.50

7 1,2-DI METHOXY ETHANE 2.00

RA concerned may take further necessary action as per above decision of NC.

Casc No.B-10
M.No.7/AM-18
Date 24.08.2018

M/s.DIVIS LABORATORIES LTD
File No.01/82/50/00820/AM17

RLA No.09/24/040/00346/AM17

I AdvoAuth.No.0910064248 dated 06.10.2016
Decision:Comrnittee considered case as per agenda and in consultation with technical expert present in the

meeting and noted that the firm has submitted Certificate of Analysis (COA) shows that the export item
VALACYCLOVIR HCL of Anhydrous grade and in line with the Central Excise Certificate and it was
decided to revise the input output norms under para 4.7 of HBP as per details below or as applied by firm
whichever is lower:-

Export product Exp.

Qty.

SI.

No.

Import items Qty.a110Wed in
kg

VALACYCLOVIR HCL

(ValaCyclo宙 r HcI Anhydrous)

lkg. 1 ACYCLOVIR 0.82
つ
４ N,N DICYCLO HEXYL
CARBODHMIDE

1.15

FORMIC ACID-94% 0.52

4 DI METHYL FORMAMIDE 2.03

ACETONE 7.50

6 Z― L―VALINE 1.23

7 PALLADIUM METAL 0.0022

RA concerned take further action as above decision of NC.
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Case No.B-11           1M/s.DIVIS LABORATORIES LTD
MoNo.7/AM-18        1 File No.01/82/050/00161/AM18
Date 24.08.2018       1 RLA No.09/24/040/00567/AM17

I Adv.Auth. No. 0910064650 dated 07.02.2017

meeting, it was decided to revise the input output norTns under para 4.7 of HBP as per details below or as

applied by firm whichever is lower:-

Export product Exp.Qty. SI.No. Import items Qty. allowed in
kg

IOPAMIDOL lkg. 1 ATIPA Dl CIILORIDE 1.40

2. 2-ACETOXY PROPIONYL
CHLORIDE

0.49

●
Ｄ DI METHYL FORMAMIDE 0.78

4 ISO PROPYL ALCOHOL 8.13

ξ
υ METHANOL 3.21

6 N,N― DIMETI‐IYL
ACETAMIDE

1.46

7 NITRO METHANE 0.48

8 TOLUENE 100

RA concerned may take further necessary action as per above decision of NC.

Case No.B‐ 12

M.No.7/AM-18
Date 24.08.2018

M/s.DIVIS LABORATORIES LTD
File No.01/82/050/01077/AM18

RLA No.09/24/040/00283/AM18
Adv.Auth.No.0910065442 dated 08 09.2017

aandinconsultationwithtechnicalexpertpreSentinthemeeting
and noted that firm has claimed overall yield33.25% in four steps process and considering the justification given by

the firm i.e. stepwise yield of 80% x 60oh x 90Yo x 90oh or 39Yo overall yield and it was decided by the committee to

revise the inpui output norms under para 4.7 of HBP as per details below or as applied by firm whichever is lower:-

Export product Exp.Qty. Sl.No Import items Qty. allowed

NABUMETONE lkg. 1 2-ACETYL-6-METHOXY
NAPHTHALENE

2.25 kg

2. METHANOL 6.54 kg

RA concerned take further action as above decision of NC.

M/s.DIVIS LABORATORIES LTD
File No.01/82/050/00653/AM17

RLA No.09/24/040/00254/AM17
Adv.Auth.No.0910064042 dated 16.08.2016

Casc No.B‐ 13

M.No.7/AM-18
Date 24.08.2018

nsultationwithtechnicalexpertpreSentinthemeeting,
it was decided to revise the input output norms ln line with the Central Excise Certificate and the details submitted by

the firm as under para 4.7 of HBP as per details below or as applied by firm whichever is lower :

Qty. allowed in
kg

2-CHLORO-1,4‐
NAPHTHOQUINONE

ATOVAQUONE

ACETONITRILE
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RA concemed may take further necessary action as per above decision of NC.

CAUSTIC POTASH FLAKES

Case No.B‐ 14

M.No.7/AM-18
Date 24.08.2018

M/s.GLENMARK PHARMACEUTICALS LTD
File No.01/82/050/00276/AM18/DES― III
File No.01/82/050/00/616/AM18/DES― IH
RLA No.03/94/040/00070/AM18
RLA No.03/94/040/00322/AM18
Adv Auth.No 0310812668 dated 21.04.2017

Adv Auth.No.0310814681 dated 19.07.2017

was decided to amend the description of import item Sl. No. 1 to be read as " Trans-4-(4-chlorophenyl)
Cyclohexane Carboxylic Acid " instead of " 4-(4-chlorophenyl) Cyclohexane Carboxylic Acid,,. Rest of
minutes would remain same.

RA concerned may take further action as per above decision of NC


