JAEPXIIIKCIIVIXEA
AEPIKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

Byi1. bepesnskisenka, 29, Kuie, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €/APTIOY 37079055

BUCHOBOK
PO AKICTH BBE3EHOI0 B YKpaiHy JiKapchbKoro 3acody

21.07.2022 Ne 28316/22/26

HAJIBEH

(naiimMenysanms TiKapeLKoTo 3aco0y i o 3 pecerpaniiiin nocsigueam)
po3umm st in'exuiii, 10 mr/sui, mo 1 mu1 B amnyJi, no 5 amnyn y Kourypaiii ynaxosui, mo 1
KONTYPHill yIAKOBI y KapTouuiii kKopooui

((popma BumycKy, 103y BaHH:, BIT MAKYBAHHA JTIKAPCEKOTO 3ac00Y)

Homep peeerpaniiioro nocsingenns UA/19141/01/01 crpox xii peectpaniitioro mocsizuenns 23.12.2026
Cepis sixapenkoro sacody Ne LZ2002A KinskicTs BBe3CHOTO Slikapenkoro 3acody 5232

BupoOHik Crepun-ILxen Jlaid Caitencns (IT) JIta, Inaia

(naliMcHyBanHA BUPOOHHKA JLiKApCBKROro 3acofy, Kpaillia NOX0KCIIH:)

Beeseno B Yipailty ToBapucTBo 3 00MesKeH0I0 BignosinaneHicTio "BYCT ®APMA",
imenr. xox: 44107410

(HaliveHyBaHHA Ta koA 3a EJIPTTIOY opwuraHol ocodn abo npissnmie, iv's, no GaTeron
(pisnunol ocodn - nignpuemi, i Micie HPOIHBANHA Ta peecTpaltiiiinii Homep odaikorot
KapTiH TUIATHHED HOAATKIB 280 cepid Ta noMep macnopTa)

Jladoparopunii aHai3 AKOCTI JIKAPCHKOro 3aco0y 3iificenit:

JdepkaBHa HayKOBO-A0CHIAHA J1a00PaTOPIs 3 KOHTPOIK SIKOCTI JliIKapchkux 3acodis Jepxasnol
yeranoBH "THCTUTYT rpoMajichkoro 310pos'a iMm. O.M. Mapseesa HAMH Vkpainn" (m.Knis,
sys.Jlonyapenxa 50)

afiMe 1HS T8 MIiCIE3HAXOIKE JI aropit, 2J1a T ar it ananis akocri
naiiMenysanus Ta Micnesnaxopxeni gadopartopil, o nposena aafopatopimit ananis akocri

BHCHOROK 111010 AKOCTI JIKapehKoro 3acody, Buanuii sabopaTopieio Bij 20.07.2022 Ne 1081
PesvasTaTi 1a6opaTopioro anamrizy AkocTi JiKapchKore 3acody 3a neperipennmin nokasinkani BUIHOBIIATOTE
BHMOPaM METO/IB KOHTPOIIO AKOCT! (aHQITHYHO-HOPMATHBHOL Z0KyMenTauii).

3a  pesyibTaTaMH  JICPJKABHOIO KOHTPOMIO BCTAHOBIEHO, IO JKapchkuit 3acid Beesenio B Vkpaimy 3

JOTPHMAHHSIM pumor 3aK0HOJABCTBA W0I0 3a0e3MedeHIA AKOCTI NikapepKux 3acoGis.
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Steril-Gene Life Sciences (P) Ltd.
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CEPTUDIKAT AHANIZY

Hasgsa npogyKry
(no3ysaHHA, Nikapcbka hopma, posmip i TMn
YNakoBKuK)

HANBEH, po3unH ana iH'ekuii, 10 mr/mn, no 1 mn g amnyni,
Ne 5

[litoda peqoBKHa/ BMICT AiH04O0T PEHOBUHM

Hanbyoiny riapoxnopua 10mr/mn

KpaiHa BUpOBHUK

IHAiA
Homep peecipauiiHoro noceig4eHHn UA/19141/01/01
Homep Ta posmip cepil LZ2002A
154545 amn. (30909 ynak.)
Hata sBupobHuuTBa 04.2022
TepmiH NpUaaTHOCTI 03.2024

Hazsa, appeca ta Homep niueHsii BUpobHUYOT
AinbHUAL

Crepun-[xeH Jlaing CaneHcunz

NiueHzia No: 28-08 22 2288

MeiH Poyg, Binnianyp Komm'toH,

(M) Nra, Ned5, Manranam
Myayyeppi, 605110, IHAis

GMP cepTudikaT abo nocunarHa Ha
EudraGMP

GMP Ne: OGYEI/6343-6/2018

ApT.Ne :

SGF/2223/QCP/FPC/00029

[ata satBepasKeHHn

24.05.2022

Ne TECT CNELLMOIKALIA PE3Y/IbTAT
1 | Onuc Mposopuit 6e3bapeHMiA po3unH, BinbHUI | Mpo3opuii BesbapeHUIA
Bi4 BUAMMMX YACTOK pPO3YMH, BiNbHUI  Bifg
BMANMMX YaCTOK
2 | lgeHTudikayia BEPX Yac yTpMmaHHA ©OCHOBHOro niky Ha | Bignosigae
Xpomartorpami BMNpoByBaHOTO pO3YUHY
BiANOBIAAE TAKOMY HA XPOMATOrpami
3 | O6’em wWo BUTAraETbCA He meHwe 1,0 mn 1,0 mn
4 | pH Big 3,0 no 4,5 3,63
5 | Mpo30picTb PO3UNHY PO34MH mae 6yTH Nnpo3opum Bianosigae
6 | KonbopoBICTb PO3YUHY Po3unH mae 6yTn besbapBHUM Binnoeinae
7 | MexaHi4yHi BKNOYEHHA
Bupgumi yacteu PO34YMH NOBUHEH BYTU BiNbHUM Bif, Bignoeinae
BUAMMMX MEXAHIYHMX YACTOK
Hesuaumi 4yacTkum
Yactku 2 10 um He 6inbwe 6000 yacTaKk B8 amnyi 3 YacTKK B amny i
HacTku 2 25 um He Ginbwe 600 YacTok 8 amnyni 0 yacTok B amnyni
8 | CrepuabHicTb Mae 6yTn cTepmAbHUM Bignoginae
9 | BakrepianbHi eHAOTOKCUHU He 6inblwe 2,18 MO/mr Han6y¢|Hy /"'"'“'f?,‘hqg MO/mr HanbydiHy
rinpoxnopuay "- rmpm?&opwﬂ,y
1 | KinbKicHe Bu3HaueHHs (BEPX) 9,50 mr- 10,50 mr é/ 9,16 m?\
0 | Hanbydiny rigpoxnopuay Ha mn | (95 % - 105 % 3a8BNEHOT KiNbK GTII} ol 101“6 %. \

CIN : UQ2423TN2007PTC062549
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Steril-Gene Life Sciences (P) Ltd.

Hasea npopgykry
(no3yBaHHA, nikapcbka popma, posmip i Tmn
yNaKkoBKu)

HAJIBEH, posunH ana iH'ekuii, 10 mr/mn, no 1 ma B amnyni,
Ne 5

[iloya peqoBKHa/ BMICT 4il040T peqoBuHM

Hanbydiny rigpoxnopua 10mr/mn

KpaiHa BupobHuMK IHAis
Homep peectpayiiHOro nocsig4eHHA UA/19141/01/01
Homep Ta po3mip cepii LZ2002A
154545 amn. (30909 ynak.)
[laTa BUpobHULTRA 04.2022
TepmiH NpruaaTHOCTI 03.2024

OiNbHUUI

Hassa, agpeca Ta Homep niueHsii BMpobHUYOT

Crepun-[xen Nand Canencus (M) JIta, Ne45, MaHranam
MeiH Poya, Binnianyp Komm'toH, Myay4eppi, 605110, IHais
INiuensia Ne: 28-08 22 2288

GMP ceptudikaT abo nocunaHHa Ha
EudraGMP

GMP Ne: OGYEI/6343-6/2018

Apt.Ne :

SGF/2223/QCP/FPC/00029

Lata sateeparkeHHn

24.05.2022

1 | CynyTHi gomiwkn (BEPX)

1 | A) B-Hanbydin He binbwe 0,5 % He emasnexo
B) byab-AKa HeigeHTUiKoBaHa He binbwe 0,2 % 0,03 %
AOMilWKa
C) Cyma AOMIiWOK He 6inbwe 1,5 % 0,05 %

Cepia sinnogigae sumoram MKA ao PN Ne UA/19141/01/01

Mpumitku: MpoaykT Bianosiaae cneumdikauii Ne: FPSR/402/C/0318-00

3anea npo ceprTudikauiro

Uum 2 3acsigyyto, wWo sulleHaBedeHa iHpopmauia € AOCTOBipHOK Ta TouHoto. Lo cepia npogykty 6yno

BUIrOTOBNEHO,

BKAIOYAIOYM NaKYBaHHA/MapKYBAHHA Ta NPOBELEHO KOHTPOAL AKOCTI Ha BMLLE3a3HaAYeHil

AINBbHWUL Y NOBHIW BIgNOBIAHOCTI 3 BUMoramu GMP, BCTAHOBAEGHMMW MICLEBUM PErynaToOpHMM OpraHom, a

Takow cneuwmdikauiamu Yy peecTpauiilHoMmy AocCke KpaiHW-imnopTtepa.

MpoTokonn BUpobHuUTBa cepil,

NnakyBaHHA Ta aHani3n Bynu nepernaHyTi Ta BCTAHOBAEHO, LLIO BOHW BiANoBiaatoTe GMP.

MigrotosneHo KA [MepesipeHo KA CxsaneHo KA
Im’a M. lesaHaTaH K. l'yHacerapaH A. lMNpabxy
Mianwuc ta gata | Nidnuc / 28/05/2022 Mionuc / 28/05/2022 [lidnuc / 28/05/2022
MNocaga Monoalnin BUKOHaBYNA ampekTop | AcucT. MeHegep 3acw-r1Hm"R\g]4pex'ropa

CIN ; U02423TN2007PTCO62549
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Steril-Gene Life Sciences (P) Ltd.

Steril-Gene

CERTIFICATE OF ANALYSIS

Name of product
(strength, dosage form, package size and
type)

NALBEN, solution for injection, 10 mg / ml, 1 ml in
ampoules, No 5

Active substance / Potency

Nalbuphine Hydrochloride 10mg/ml

Manufacturing country India

MA number UA/19141/01/01

Batch number LZ2002A

Batch size 154545 amp. (30909 packs)
Date of manufacture 04.2022

Expiry date 03.2024

Name, address and license number of
manufacturing site

Steril-Gene Life Sciences (P) Ltd., No.45, Mangalam
Main Road, Villianur Commune, Puducherry 605110, India
License number: Form 28 - 08 22 2288

GMP certificate or EudraGMP reference
numbers

GMP No: OGYEI/6343-6/2018

AR No. SGF/2223/QCP/FPC/00029
Date of Approval 24.05.2022
S.No | Test Specification Result

i Description

Clear colourless solution free | Clear colourless solution

from visible particles free from visible particles

5 | Identification by HPLC

The retention time of the main

peak in chromatogram of the test

Clarity of the solution

tn

solution corresponds Complies
to that in chromatogram of the
standard solution.
3. | Extractable Volume Not less than 1.0 mL 1.0 mL
4 pH Between 3.0 and 4.5 3.63
Complies

The solution should be ci;a.zm__

é Colour of the solution

The solution bhorﬁ e colorlqss% \ Complies
< _,,\

CIN : U02423TN2007PTC062549

Corporate Office : No. 15, Gopalakrishnan Road, T.Nagar, Chennai 600 017, Tel: +91 44 234 03‘6.‘34, Fax: + 91 44 2345 2036

Factory : No.43, Main Road, Mangalam Village, Villianur Commune, Puducherry 605 110, Tel: +91 413 2661103 / 73732447717

Tel : 73732 88777 Fax : +91 413 2661102.




Name of product
(strength, dosage form, package size and
type) '

ampoules, No 5

NALBEN, solution for injection, 10 mg / ml, 1 ml in

Active substance / Potency

Nalbuphine Hydrochloride 10mg/ml

Manufacturing country

India

MA number UA/19141/01/01

Batch number . LZ2002A

Batch size 154545 amp. (30909 packs)
Date of manufacture 04.2022

Expiry date 03.2024

Name, address and license number of
manufacturing site

License number: Form 28 - 08 22 2288

Steril-Gene Life Sciences (P) Ltd., No.45, Mangalam
Main Road, Villianur Commune, Puducherry 605110, India

GMP certificate or EudraGMDP reference
numbers

GMP No:OGYEI/6343-6/2018

AR No. SGF/2223/QCP/FPC/00029
Date of Approval 24.05.2022
S.No Test Specification Result
Particulate matter
Visible particle The solution should be free from
visible mechanical particles Complies

Invisible particles

Particles = 10 pm

Particles > 25 pm

NMT 6000 Particles/ container.
NMT 600 Particles / container

3 Particles/container

0 Particle/container

8. | Sterility Should be sterile. Complies
: ia] End . Not more than 2.18 Endotoxins <1.09 EU/mg of
il Units /mg of Nalbuphine Nalbuphine hydrochloride. |
hydrochloride.
Assay (By HPLC)
10. | Each ml contains 9.50 mg to 10.50 mg 10.16 mg
Nalbuphine Hydrochloride (95.0% to 105.0% of the labeled 101.6 %
amount)
| Related substances (By HPLC):
T A) B-Nalbuphine Not more than 0.5 % P s Not detected
’ B) Unknown impurity Not more than 0.2 % /1/ P Y 0.03 %
C) Total impurities Not more than 1.5 % (,( AR e 0.05%
) @ & Rt “ E ;j

CIN : U02423TN2007PTC062549

Corporate Office : No. 15, Gopalakrishnan Road, T.Nagar, Chennai 600 017, Tel: +91 44 2345 203

T+ 91

f3 /Cropinka 233

44 2345 2036

Factory : No.45, Main Road, Mangalam Village, Villianur Commune, Puducherry 605 110, Tel: + 91 413 2661103 / 7373244777

Tel : 73732 88777 Fax : +91 413 2661102.




Name of product
(strength, dosage form, package size and
type)

NALBEN, solution for injection, 10 mg / ml, 1 ml in

ampoules, No 5

Active substance / Potency

Nalbuphine Hydrochloride 10mg/ml

Manufacturing country India
MA number UA/19141/01/01
Batch number LZ2002A

Batch size

154545 amp. (30909 packs)

Date of manufacture

04,2022

Expiry date

03.2024

Name, address and license number of
manufacturing site

Steril-Gene Life Sciences (P) Ltd., No.45, Mangalam
Main Road, Villianur Commune, Puducherry 605110, India
License number: Form 28 - 08 22 2288

GMP certificate or EudraGMP reference
numbers

GMP No: OGYEI/6343-6/2018

AR No.

SGF/2223/QCP/FPC/00029

Date of Approval

24.05.2022

The batch meets the requirements of QCM for MA No: UA/19141/01/01

Remarks: The product complies with the specification No: FPSR/402/C/0318-00

Certification statement

[ hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP

Designation

Prepared by QC Checked by QC Approved by QC
Name P. Devanathan K. Gunasegaran A. Prabhu
; . ’é: g | U{I’u e
Signature & date r?r = .>28.\Q§\QD1L %3 ‘EQ/‘J@“S%W B iy e,
Jr. Executive Asst. Manager Dy. Manager

CIN : U02423TN2007PTC062549
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