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Traducere din limba ucraineand

MINISTERUL SANATATII DIN UCRAINA
or. Kiev

CERTIFICAT DE INREGISTRARE
A MEDICAMENTULUI

NeUA / 9724/01/01
Decizia privind reinregistrarea de stat a medicamentului aprobati prin ordinul

Ministerului Sanatatii al Ucrainei din 27 iunie 2014 Ne 437

In conformitate cu articolul 9 din Legea Ucrainei “"cu privire la medicamente" si
Rezolutia Cabinetului de Ministri al Ucrainei din 26.05.2005 nr. 376 "Cu privire la aprobarea
procedurii de inregistrare (reinregistrare) a medicamentelor si cuantumul taxei pentru
inregistrarea de stat (refnregistrare)", medicamentul

NEOHEMODEZ,
solutie perfuzabild

reinregistrat in Ucraina pentru un termen de 5 ani

Solicitant:
Societatea cu Rdspundere Limitata Novofarm-Biosintez

Ucraina, 11700, regiunea Zhytomyr., Novograd-VolynsKy, str. Zhytomyr, 38

Certificatul de inregistrare este valabil pe intreg teritoriul Ucrainei pana la data de 27 iunie
2019,

Certificatul de Inregistrare este eliberat la data de 01.07.2014.
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Traducere din limba ucraineand

INFORMATII DESPRE MEDICAMENT

Denumirea medicamentului: NEOHEMODEZ

Forma medicamentului;
solutie perfuzabild

Mod de administrare: intravenos

Codul ATX: BO5B B04

Indicatii pentru utilizare:

detoxifierea organismului cu boli infectioase care sunt insotite de toxicozd; arderea bolii in faza
de intoxicare (2-5 zile); cu boald acutd de radiatii in faza de intoxicatie; peritonitd si obstructie
intestinald (in perioada pre- si postoperatorie); Edem indus - Boala renald cronicd;
tireotoxicozd; sepsis; boli hepatice in faza de insuficientd hepaticd

Tipul si dimensiunea ambalajului:

200 ml, sau 250 ml, sau 400 ml, sau 500 ml, cu etichete in limba ucraineand

Termen de valabilitate: 3 ani

Producatorul (rii) medicamentului:

Societatea cu Raspundere Limitatd Novofarm-Biosintez
Ucraina, 11700, regiunea Zhytomyr., Novograd-Volynsky, str. Zhytomyr, 38




Traducere din limba ucraineand

CONCLUZIILE
PRIVIND COMPOZITIA CALITATIVA SI CANTITATIVA
A MEDICAMENTULUI

1. Denumirea medicamentului, forma farmaceutici:
NEOHEMODEZ,
solutie perfuzabild

2. Compozitia calitativa si cantitativa a medicamentului:

Substante active:

1000 ml de solutie contine: povidone (polyvinilpyrrolidonum) 60 g; clorurd de sodiu 5,5
9; clorurd de potasiu 0,42 g; clorurd de calciu hexahidrat 0,5 g; clorurd de magneziu
hexahidrat 0,005 g; bicarbonat de sodiu 0,23 g

Excipienti:

apd pentru preparate injectabile

Sef al Departamentului farmaceutic




YKPATHA
UKRAINE

CEPTU®IKAT BIXIMMOBIIHOCTI YMOB BHPOBHI/I[I'I.‘.BA JIKAPCBKHX 3ACOBIB
BUMOT'AM HAJIEXKHO! BUPOBHHUYOI IPAKTUKHA
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar
Certificate 042/2018/GMP

Crpox aii go:
Valid till: 22.06.2021

Yacruua 1

Part 1

Mepxasua cnyxba Yipaiun 3 nikapeskux 3acobis
Ta KOHTPO/II0 32 HapkoTHKamu (Jepautikcayxta)
3acBiguye:
HalimenyBanus BupoGHEKa, MiCLE3HAXODKEHHS:
Tosapucrro 3 o6mexenoo BixmoBigaILHICTIO hipma
""Hosotapm-Biocunres"
Ypaina, 11700, YXutomupenka o6i., micto Hogorpan-
Bonuncekwuii, Bynung JKuromupebka, 6yauHok 38
HaiiMenysauns BupoGuuyoi(ux) pinpuui(us):
Tosapucrso 3 o6memxenoio BinnoBinaaLHicTIO (hipma
"Hosogapm-Biocunres"
Micue npoBampieHus AiaabHOCT:
Ykpaina, 11700, JKuromupebka 061, micto Hosorpaa-
Boauncernii, Bymuns YKuromupenia, Oynunox 38;
Yxpaiua, 11700, YKnromupeska o6, micro Hosorpaa-
Bonunesnknii, Byanus Boni, 6yaunox 55
Jliuensin na BupoGHMLTRO Nikapebkux 3aco6iB B
Ykpaini Bin 22.11.2011 AB Ne 578998
Miciie BApOGHHIITBA CHCTEMATHYHO NPOXOIHTD
IHCTIEKTYRAHHS 31 BCTAHOB/IEHOIO TIEPIOAMYHICTIO Ha
BiANOBiaHICTL BuMoram GMP srijiHo 3i BeTaHOBGHHM
MopaaKoM.
3a pesyabTatamH iHCHEKTYBAHHA LbOIO BHpOOHIKa,
ocTaHHe 3 AKux Oyno npoeeeHe
18.06.2018 - 22.06.2018,

BCTaHOBJIEHO, WIO RiH BIJANOBIfAAe BMMOraM HaleXHO!
BHUPOOHHMUOT NPAKTHKH, 3a3HAYEHHM B

Hacranosi CT-H MO3Y 42-4.0:2016

“Jlikapceki 3aco6u. Hanexua BHpoOHKHYA NpakTHKa”,

(Hopmamusmuit axm)

State Service of Ukraine on Medicines and Drugs
Control confirms the following:

Manufacturer’s name, registered place of business:
firm «Novofarm-Biosyntez» Ltd.

Ukraine, 11700, Zhytomyr region, town Novograd-
Volynskyi, Zhytomyrska street, building 38
Name(s) of manufacturing site(s):

firm «Novofarm-Biosyntez» Ltd,

Manufacturing site address:

Ukraine, 11700, Zhytomyr region, town Novograd-
Volynskyi, Zhytomyrska street, building 38; Ukraine,
11700, Zhytomyr region, town-Novograd-Volynskyi,Voli
street, building 55

Manufacturing authorization for medicinal products in
Ukraine from 22.11.2011 AB N 578998

Facilities of above mentioned manufacturer are subject
to GMP inspections at suitable intervals in accordance
with the National certification procedure.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
18.06.2018 - 22.06.2018,
it is considered that it complies with the Good
Manufacturing Practice requirements referred to in the
Guide 42-4.0:2016

“Medicinal products. Good manufacturing practice”
(name of regulation document)

B.o. TosioBu depxasnoi
3 JikapcebKuX 3acobin

Acting Head of the State Service of
Ukraine on Medicines and Drugs

HAPKOTHKAMH \= 2 Control

B.B. Ilinnna I V.V, Tsilyna
M1

nianye pianosizaLnot ocobu N5

33 HAPKOTHKAMHE
Micuesnaxomicenus: npocnexr Mepemors, 120-A, u. Kuis- | 15,
Yipaiua, 03115

Ten.: +38(044) 422-55-77
Dakc: +38(044) 422-55-77
mailto: dis@dls.gov.ua

HAepxasua enyxbn ¥Yipainm 3 sikapebicux 3acodls fﬁsktlrg'}_ii'rp'o'}! 10" signature of the Executive officer (sce left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 422-55-77
Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
Cropinka/Cropinox/1/2
Page/Pages




L0 BiJNOBIAAIOTE BMMOraM HAaNekKHOL NPAKTHKH T1pH
BHPOOHMITBI | koHTponi  sikocti  CHeTemu
CriBpoGiTHHITBA GapMaLeBTHYRUX IHCMeKLH (PIC/S),
MupextuBaM  €C  Ta  pekomeHaauisM  BeecBiTHbOT
opraHizauii OXOpPOHM 3/0POB’S BiIHOCHO MPOAYKLT,
IO NpH3HAYeHa 1A TOPriBii Ta pucTpubywii B kpaiui
NoXokeHHs a60o s excropTy.,

Leit ceprudikar BigoBpanac crau BHPOOHHYOT
HIMBHHL HA MOMeHT HCTIEKTYBAHHA, 3a3HAUEHOrO
BHIIE, 1 He Moxe BHKOPHCTOBYBATHCS g
HiATBEPKEHHS BiAMOBIAHOCTI, skImO 3 MOMCHTY
NPOBENEHHA LbLOrO iHCHEKTYBAHHA MPOALINO Bilibiue
Hixk 3 poxu,

Leit ceprudikar Binouae yacTHHy 1, 2 Ta noparok.
Hunuicts  nporo  ceprudikara  Moske Gyrn
T ATBEp/KEHa OPraHoM, WO HOTO BU/AB,

which is harmonized with the requirements of Good
practices in the manufacture and quality control of the
Pharmaceutical Inspection Convention/Co-operation
Scheme (PIC/S), EU Directives , and World Health
Organization recommendations in respect of products
to be sold or distributed within the country of origin or
to be exported.

This certificate reflects the status of the manufacturing
site at the time of the inspection noted above and
should not be relied upon to reflect the compliance
status if more than three years have elapsed since the
date of that inspection.

This certificate includes the Parts 1, 2 and Annex.

The authenticity of this certificate may be verified with
the issuing authority.

Yacruna 2

Part 2

Jlixapepki 3acobu a1a mognnn

Human Medicinal Products

1. BUPOBHHUYI ONEPAIII - ITKAPCBKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. Crepnibhui npoxykTh

1.1, Sterile products

1.1.1. Acenmuuno euzomosneni (supobuuyi onepayiy
Ot HACTYRHUX NKAPCLIUX (hopAt)

1.1.1. Aseptically prepared (processing operations for
the following dosage forms)

1.1.1.4, Pinunu B ynakoskax majnoro 06’ emy

1.1.1.4. Small volume liquids

1.1.2. o niooaiomeca xinyeaii cmepunizayii
(8upobnuni orepayii dns nacmynuux Rikapcorux ghopm)

1.1.2. Terminally sterilised (processing operations Jor
the following dosage forms)

1.1.2.1. Pigunu B ynakoBKkax nenmkoro 00’emy

1.1.2.1. Large volume liquids

1.1.2.3. Pinunu B ynakoBkax Manoro 0b’emy

1.1.2.3. Small volume liguids

1.3. Biosoriuni ikapebki 3aco6u

1.3. Biological medicinal products

1.3.1. Bionoziuni nixapcoki sacobu

1.3.1. Biological medicinal products

1.3.1.8. Inwi Giostoriuni nikapcrbki 3acobu (nikapebki
3aco6w, BUroTOBIeHi i3 cyGeranuii Gionoriumoro
TTOXOPKEHHS )

1.3.1.8. Other biological medicinal products (medicines
with substance of biological origin)

1.6. IIposenenns BuNpoGysans B paMKax KOHTPOJIIO
AKOCTI

1.6. Quality control testing

1.6.1. MikpoGiosioriuni: crepuibHicTs

1.6.1. Microbiological: sterility

1.6.2. Mikpobionoriuni: Mikpo6iosoriuna unerora

1.6.2. Microbiological: non-sterility

1.6.3. Qisnuni/xXimiuni

1.6.3. Chemical/Physical

1.6.4. Bionoriuxi

1.6.4. Biological

1. SOF 1AL flama/Date
B.o. Fosiosu Nepixasuoi cnyton Y qu_i_ai-'m'i""- fo, o
3 iKApChbKHX 3ac0d KONTpOiio3a | \

HAPKOTHKAMH /

B.B. Hinuua

=

Acting Head of the State Service of
Ukraine on Medicines and Drugs
Control

V.V. Tsilyna

niAnHe pignoBigamLIol acobu W, W
Hepaanua cayata Ypainn 3 aikapesienx 3ncoBis Ta KoHTpoo
38 HAPKOTHKAMH

Micuesnaxomkenna: npocnexr Tepeyoru, 120-A, M. Kuis-115,
Ykpaiua, 03115

Ten.: +38(044) 422-55-77
Daxc: +38(044) 422-55-77

signature of the Executive officer (see lefl)
State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

mailto: dls@dls.gov.ua

\This English translation is for reference only and is not part of the
sbfficial certificate

Cropinka/Cropinox/2/2
Page/Pages



Copplig-21]crpfumi-d [206

FOOD & DRUG ADMINISTRATION MAHARASHTRA STATE, MUMBAI 400 051

CERTIFICATE OF A PHARMACEUTICAL PRODUCT !
This certificate conforms to the format recommended by the World Health Organisation
{General instructions and explanatory notes attached)

No. of certificate ¢ COPP/CERT/KD/79507/2018/11/25886/134652 Valid Upta :01 Aug 2021
Exporting Country ! INDIA
Importing Country $ JORDAN

1. Name and dosage form of product  : NITROGLYCERIN INJECTION USP
1.1 Adtive ingredient(s)* and amount (s) per unit dose *: Each ml contains:

Diluted Nitroglycerin USP Eq to Nitroglycerin 5 mg Ethanol USP 30 %
For complete qualitative composition including excipients :# As per Annexure
1.2 Is this product licensed to be placed on the market for use in the exporting country 79 Yes No []
1.3 Is this product actually on the market in the exporting country 7 Yes No Unknown D *
2A.1 Number of product license:? KD74 In Form 28 2B.1 Applicant for certificate {(name and address) :

and date of issue: 10 Aug 2007
2A.2 Produet License holder (Name and address) :

CIRON DRUGS & PHARMACEUTICALS PVT, LTD. N-118,118/1, 2B.2 Status of applicant :
119,115/1,119/2,113 MIDC, TARAPUR, BOISAR, DIST, THANE Al ]s ijc
401506 MAHARASHTRA STATE, INDIA 2B.2.1 For categories b and ¢ the name and address of the manufacturer
2A.3 Status of product-license Holder -3 producing the dosage form is?
\/
adsl]c ‘ , o
2A-3.1 For categories b and o the name and address of the manufacturer 2B.3. ‘a 18 mkﬂ‘“‘ﬁ““’"m‘m" lacking ?
producing the dosage form is:?
Not required Not requested Under Consideration Refused
24.4 Is summary basis of Approval appended 710 2B.4 Remarks :!3

Yes No
2A.5 Is the attached, officially approved product information complete and
with the licenge 711

Yes D No D Not Provided

2A.6 Applicant for certificate if different from License holder :12
Not Applicable

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the do
ifno or not applicable proceed to question 4. Yes Sl No L] Not Applicable!4

3.1 Periodicity of routine inspections(years) : Once a year

| - [
3.2 Has the manufacture of this type of dosage form been inspected ? Ves S No
3.3 Do the facilities and operations conform to GMP as recommended by World Health Organisation 715

Yes NDD Not Applicable 14 D

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufucture of the product 716 |
N
Yes X wo [

1f no, explain :

Address of certifying authority : Name of the Authorised person : A. T. NIKHADE
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Signature :
Sndra (E), Mumbal 400 081, Stamp and Date : Joint Commissioner (HQ) & Eontrolling
Maharashtra,INDIA. Authority
ot £ it Food & Drug Administration, M.S.
Fax: +91-22-26591959 B M "
SRIC1837950720181122059 andra (E), Mumbai.
Maharashtra State, India

Date:22 Nov 2018

2 2 NOv 2018
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FOOD & DRUG ADMINISTRATION MAHARASHTRA STATE, MUMBAI 400 051
CERTIFICATE OF A PHARMACEUTICAL PRODUCT!
Annexure of Excipients

No. of certificate COPP/CERT/KD/79507/2018/11/25886/ 134652 VALID UP TO :01 Aug 2021

S

Name of the :  CIRON DRUGS & PHARMACEUTICALS PVT. LTD. N-118,118/1, 119,119/1,119
Company /2,113 MIDC, TARAPUR, BOISAR, DIST, THANE 401506 MAHARASHTRA
STATE, INDIA L
Name and dosage  :
Bty oo NITROGLYCERIN INJECTION USP

Sr.No. Ingredients Specification Qty/Units

1 Diluted Nitroglycerin Solution (1%)

2 Eq to Nitroglycerin Antianginal Vasodilator usp 1

3 (With Overages 10%) 5.8 mg

4  Ethanol (Diluent) Usp 30 %

§  (With Overages 5%) (0.315) ml ‘

8 Sodium Hydroxide (10% solution) pH Adjuster usp ;?u‘:tg:m

7 Water For Injection Vehicle uspP QS to 1 mi

|
Address of certifying authority : Name of the Authorised person : A. T. NIKHADE i
Food & Drug Administration, M.S.
Bandra-kurla Complex, Signature :
Bandra (E), Mumbal - 400 051. Stamp and Date : Joint Commissioner (HQ) & Controlling
Maharashtra,INDIA. Authority
o A Food & Drug Administration, M.S.
5RIC1837950720181122050 Bandra (E), Mumbal.
Maharashtra State, India

Date:22 Nov 2018

2 2 NOV 2018

* y,wl\““
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b

Office of The Commissioner,;
Food & Drugs Administration M.S,
Bandra — Kurla Complex,
Bandra (E),

Mumbai - 400 051

Date :

‘l"l_l:‘;\".‘-ﬁi )

(21134 )
g
&
- Pf.‘;b
| AHI\S}/
This Certificate conforms to the format recommended by the World Health Organization. ' '3
(Ganeral insiructions and explanatory notes attached). M v d A
Certificate No.: NEW-WHO-GMP!CERTIKDI?2365!2018!11124339 o
On the basis of the inspection carried out on 07/06/18 , 08/07/18 and 18/07/2018 we
certify that the site indicated on this Certificate complies with Good Manufacturing
Practices for the dosage forms, categories and activities listed in Table 1. LlJJ
1. Name of the Firm . CIRON DRUGS & PHARMACEUTICALS PVT. é g
LTD. L
Address t N-118,118/4, 119,119/1,119/2,413 MiDG, v 5
TARAPUR, BOISAR, DIST. THANE 401506 2=ty
MAHARASHTRA BTATE, INDIA T
2. Licence No, KDBO in Form 28, GS
KD74 in Form 28, E'
KD/3 In Form 288 a
Bl S 3
sk p:
Table 1 fr -
Sr.Nn.} Dosage Form(s) Categor(ies) Activity(ies) E =2 g
I 28%

L E’)‘*ﬁm:'n ’:;%“g;‘;’; ; General ( Other than Production, Fillng, Packing, | © 25§ |
Loflon/Gel/Ear dropiNasal |[CePhalosporins, Penicilin,  llabelling, Guallty Control € HE ™
drop/Spray) rop: Cytotoxic, Hormones ) Quality Assurance § v 06 : \\/f:

2 General ( Other than Production, Filling, Packing, S as -
Eye / Ear Drops Cephalosparins, Penicillin, labelling, Quality Control, 3 b ot 2 H

Cytotoxic, Hormones ) Quality Assurance Efloay :_'-.';- (g 6 \Q

3 General ( Other than Production, Filling, Packing, = ~ 9 2

sge Err:g:;sophmalmm Caphalosporins, Penicillin, labelling, Quality Controf, > B e
P Cytotoxic, Hormones ) Quality Assurance a iog

4 General ( Other than Production, Filling, Packing, < @ &

Inhatation Cephalosporins, Panicillin, labelling, Quality Control,
Cytotoxic, Hormones ) uality Assurance

5 o General ( Other than Production, Filling, Packing,

Liquid Injection ( SVP ) Cephalosporins, Peniciliin, labelling, Quality Control,
Cytotoxic, Hormones ) uality Assurance

6 General { Other than Production, Filling, Packing,

Liquid Orals . [Cephalosporins, Penicillin, labelling, Quality Control,
‘ Cytotoxic, Hormones ) . - Quality Assurance
12

The responsibility for the
manufactured through thi

i Bandra-kurla Ca k)
Bandra (E), Mu k- &
Maharashira, |N G

Tel: +91-22-265923031p4

quality of the individual batches of
s process lies with the manufacturer,

/ This certificate remains valid untll 01 Aug 2021
categories certifie LT
compliance witW/@1ie

0

9 AUG 2018 4,

he pharmaceutical producis

it becomes invalid if the activities and / or
jesghanged or if the site is no longer considered to be in

iy XL

(O

4
D and Date : Joint Commissioner (HQ) & coniroillrL
¥ Authority
Food & Drug Adminlstration, M.S.
Bandra (E}, Mumbal,

Maharashtra State, Indla
Data:09 Aug 2018




Explanatoty notes _ % ., R

2.

3

4.

This certificate which is in the format recomlﬁended by WHO, certifies the status of the site list
in point 1 of the certificate.

The certification number should be traceable within the regulatory authority?‘fésu_in
certificate. :

r
X
“:\‘ i

(

Where the regulatory authority issues a licence for the site , this number should'bé’ specift e \\’ o
record “not applicable” in cases where there is no legal framework for the issuing of a licencelv.\.

N 3
Table 1 : 24}

List the dosage forms, starting materials, categories and activities. Examples are given below.

i
p

‘J.‘J
ot

Example -1 ‘{

Pharmaceutical Product (s)1 | Category (ies) | Activity (ies)

Dosage form (s)

Tablets Cytotoxic Packaging
Hormone Production,  Packaging,  Quality
control.
Injectables Penicillin Repackaging & Labelling.
Cefalosporin | Aseptic preparation, Packaging,
Labelling,
Example - 2,
Pharmaceutical Product/”’ * s 1 VR -
Starting material (s)2 ;%f’}f" j%_ i W
Paracetamol it Conventi.
g .'T;?ké:#ubllc document of th

- COMMERg)
Use, whenever = . . CIALDOCUMENT

nonproprietary n -

e iype

Ao CIRON DR b 3
B s UGS & PHARMACEUTICA 5

The certificate
activities and/o
compliance wit

Nas. bagn Signied by PRATI‘K RALE

v, “comed invalid if the
: _‘;ﬁiﬁcﬂf:idered to be in
with the ' -4
. AND ’;ggég;ﬂép‘{of EXEC, BOMBAY CHAMBER OF COMMERG ‘, 4 :
The requireme: ;=\ . A
the certificate =~ .

guidelines an .. =
1999, World ¥

Certifieq p Y




Address of certifying authority :
Food & Drug Administration, M.S,
Bandra-kurla Complex, z

Maharashtra,INDIA, 4
Tek: +91-22-26552363/54 4 5?
Fax: +91-22-26501050 /4

Office of The Commissioner,

Food & Drugs Administration M.S.
Bandra ~ Kurla Complex,

Bandra (E),

Mumbai - 400 051

YT |

CERTIFICATE OF GOOD MANUFAC TURING PRACTICES

This Certificate conforms to the format recommended by the World Health Organization.
(General instructions and explanatory notes aftached).
Certificate No.: NEW—WHO-GMP!CERTIKDI723651201 8/11/24339

On the basis of the inspection carried out on 07/06/18 , 08/07/18 and 18/07/2018 ,we g
certify that the site indicated on thig Certificate complies with Good Manufacturlng
Practices for the dosage forms, categories and activities listed in Table 1.

1. Name of the Firm . CIRON DRUGS & PHARMACEUTICALS PVT.
- LTD.
Address : N-118,118/, 119,119/1,119/2,113 MiDC, .
_ TARAPUR, BOISAR, DIST. THANE 401506
MAHARASHTRA STATE, INDIA %
2. Licence No. : KDBO In Form 25,

KD74 In Form 28,
KD/3 In Form 288

Table 1 ; H
Sr.No, Dosage Form(s) Categor(ies) Activity(ies)
7 General { Other than Production, Filling, Packing,
Lyophilised / Powder injectable Cephalosporins, Penicillin, labelling, Quality Control,
' Cytotoxic, Hormones ) Quality Assurance
12

The responsibility for the quality of the individyal batches of the pharmaceutical products
manufactured through this process lies with the manufacturer.

This certificate remains valid until 01 Aug 2021 . 1t becomes invalid if the activities and / or
categories certified herewith are changed or if the site s no longer considered to be in
compliance with GMP,

ame of the Authorised parson : A, T. NIKHADE

- . ‘.-.rl
Bandra (E), Mumbal - 400 0g /(

: Signature : 7 l
amp and Date : Joint Commissioner (HQ) & Gon olling
% Authority

Food & Drug Administration, M.,
Bandra (E), Mumbal.

Maharashtra State, India
Date:09 Aug 2018
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certificate,

record “not applicable

4. Table 1

List the dosage forms, starting materials, categories and acti‘vities

wlhicre there is no legal frame

Db fiesle

EbinbiWE COPY

Example -1 .‘ . .
h = - v —=3 IX LA,
armaceutical Product (s)1 | Category (ies) | Activity (ies) by MUMBAYL
Dosage form (s) sxaal Ground Floor,
Tablets Cytotoxic Packag_igg rg, Lower Pared,
Hormone Production,  Packaging, mMURMBALY 400 013.
control.
Injectables Penicillin Repackaging & Labelling. 8 AUG 2018
Cefalosporin | Aseptic preparation, Packaging, 3
Labelling. AG 2n18
Example - 2,
Pharmaceutical Product (s)1 | Category (ies) | Activity (ies)
Starting material (s)2
Paracetamol Analgesic Synthesis, Purification,
Packing, Labelling.

Use, whenever available. Internationa Noriproprietary Names (INNs) or.otherwise national
nonproprietary names.

. The certificate remains valid until the specified date. The certificate becomes invalid if the
activities and/or categories certified are changed or if the site is no longer considered to be in
compliance with GMP.

. The requirements for good practices the manufacture and quality control of drugs referred to in
the certificate are those included in Quality Assurance,.ofsPharmaceuticals: a compendium of
guidelines and related materials . Good manufpcfi§inis pidktigpitand inspection. Volume 2,
1999. World Health Organization, Geneva and, gibstme
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