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Ceprudikar ananizy Ne 1125 gin 10.07.2023

Hazsa spasia:

Pecerpauiiinuii nomep:
Bupotuux:

Homep cepii:

Micue sighopy 3paska:
3aMoBHIK:

Cynposianiii 10KRYMeHT:
Cran apaiwa:

Hara orpumanust 3paska:z
JaTi suxonauns podir:
B koutpoao:

Micue nposejaenns
ASALIOCTI:

H, sinnosiane o sol
HPOBOANBCR AHAMIL:

HAJIBEH, pozunn s in'exuii, 10 mr/ma, no | ma s ammyni, no S amnyn y
KOHTYPHI ynakosui, no | koutyphifi ynakosud y saprouniil kopoSui

1132.23

Crepun-Jlxen Jlaiid Caitencns (I1) JIta., Inais

LZ3002A

TOB "bYCT PAPMA"

Jepaxasua cnyxba Yepaiiin 3 nikapeskux 3acobis Ta KOHTPOMO 38 HAPKOTHRAMU
Jluer Ne 5034-002.2.1/002.3/2-23 sin 30.06.2023 p.

3pazox B cTani npHAATHOMY I NposeleHHs BUIPOdyBaHb

03.07.2023

03.07.2023 - 10.07.2023

3a posnopamwkeHuam HepxapHol cnyx0Ou Yrpaini 3 nikapepKix 3aco0in Ta KOHTPOMIO
30 Hapkotukanmu ("IM", Tlocranosa 902)

AT «llenrpanbia nadoparopis 3 anatisy axocti JikapcbruX 3acofis | MeanuHoT
NpOLYKUID

MEKST 2o p.uNe UA/19141/01/01

0O6'em, L0 BUTArAETLCR
pH

Mpo3sopicTe poaunHy
KonsopoeicTs po3uvHy
Mexauiusi BKIOHeHHA:
BUAWMI H4aCTHM
MexaHiuti BRIMIQUYEHHS,
HEBUANMI HACTKK
KinbKicHe BU3HaYeHHsA
Ynakoska

MapryBsaHHa

MokasHuku Bumoru HO PeaynkTati
Onwuc Mpo3opuin GesbapsHuil PO34KH, BINbHWI BIA BUAMMUX BKIIOYEHL Bianosigae
[neHTUDikalin Ha xpomartorpami BunpoByBaHoro po34uHy, oTpumMaHin npu Bianosigae

KifbKiCHOMY BUBHAUEHHI, YaC yTpUMYBaHHA Niky HanbyQiHy
rinpoxnopuay Mae CnisnasaTh 3 4acom YTPUMYBAHHA aHanorivyHoro
NikY Ha XpomMaTorpami po3unHy NOPIBHAHHA

He meHwe 1,0 Mn Bianosinae
30-45 3.8

Mae ByTu npoaopum ' Bianosigae
Mae ByTu DeabapsHum Bignosinae
CTopoHHI PyXOMi HEPO3UMHHI HYACTKKA MaKoTL ByTi BIRCYTHI Bignoeipae
2 10 mikm: He nepesutlyye 6000 vacTok B amnyni Bignosigae
2 25 mkm: He nepesunllye 600 yacTok B amnyni

HanGychiny rinpoxnopua: (90% - 110 %): 9,00 - 11,00 mr 10,11 mr
3rigHo sumor MKH Bianosinae
3rigHo eunmor MIKH Bignosigae

BHCHOBKW: Ceprudixar anaisy Ne 1125 sia 10.07.2023 niareepmkye, wo nepesipeHuil 3pasok mpernapary

HAJIBEH, I, 1
KoHTYpHiil yriakosui y kaprouniil-ROPQOIL,

posiis A in'exuifl, 10 me/mn, no I ma s asnyni, 1o S ammyn y konrypuifi yOaxkoBui, no |
cepii LZ3002A, supobunurso Crepwn-Jhken Jlaiid

Caiicnens (I1) Jita., Inaia sign m:L‘zlﬁjﬁg?iora}nrngﬂ ao paNe UA/19141/01/01 3a HasefeHHMH

BUILE NOKAZHHKAMIL B e AAROR T
& 2

Hupexrop

ovan MAPKIH

Cepridikar aHanisy He niiarac nonHoMy ado -;ab-rf_g_{_}_amiy,pi;rusﬂpéﬂ|uo Ges aosnony JII “Llenrpaisia nabopatopis 3

SOPIG-5.10/D1

ananisy axocti Aikapebkinesacolis i memrinol npoaykuiT

Kinelws ceprugirara ananisy Ne 1125 sin 10.07.2023
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Steril-Gene Life Sciences (P) Ltd.

CEPTU®DIKAT AHANIZY

-

Steril-Gene

Hassa npoagykry

(mo3yBaHHA, nikapcbka popma, po3mip i TMA YNaKoBKM)

HANBEH, po3unH gna iH'ekuiii, 10 mr/mn, no 1 mn 8 amnyni, Ne 5

Aito4a pe4osnHa/ BMICT 4il04OT PEHOBMHK

HanbyoiHy rigpoxnopua, 10mr/mn

KpaiHa spobHuK IHAiA
Homep peecTpauiifHoro noceiag4eHHs UA/19141/01/01
Homep 1a po3mip cepii LZ3002A
154545 amn. (30906 ynak.)
[ata sBupobHUUTBa 05.2023
TepmiH NpuaaTHOCTI 04.2025

Hasga, appeca Ta Homep niueHsii BupobHuyoi

AinbHUUI

MeitH Poypg, Binnianyp Komm'toH
JliueHsia No: 28-08 22 2288

Crepun-[xeH Iland Cainencus (M) Ilta, Ne45, Mauranam

, Myayueppi, 605110, [HAin

GMP ceptudikaT abo nocunaHHA Ha EudraGMP

GMP Ne: OGYEI/6343-6/2018

ApT.Ne : SGF/2324/QCP/FPC/00024

JlaTta 3aTBepaKeHHs 07.06.2023

Ne | TECT CNEUWPIKALLIA PE3YNbTAT

1 Onuc Mpo3opwuit 6e3bapBHMIT PO3UMH, BINLHKWIA Big, Mpo3opuit 6e3bapBHUiA PO3UMH,

BUAWMMMX YACTOK

BiNILHWIA Big BUOMMMX YACTOK

laeHTHdiKauia BEPX

Yac yTpMMaHHA OCHOBHOIO MiKy Ha

Bignosigae

2 Xpomarorpami BunpobysaHoro posymHy
BiANOBIAAE TAKOMY Ha XpomaTorpami

3 0b6’em WO BUTATraeTLCA He meHwe 1,0 ma 1,1 mn
4 pH Big 3,0 p0 4,5 3,70
5 | Mpo3opicTb po3YnHY Po34MH mae ByTh npo3opum Bianosiaae
6 | KonbopoBicTb po34unHy Po3uuH mae bytn 6esbapsHum Bianosiagae

MexaHi4yHi BKAKYeHHA

Bugmnmi 4acteum PO34MH NoBuHEH ByTK BiNbHUM Big BUAMMUX Bianosigae
7 MEeXaHiYHWX YacToK

HeBugumi 4acTku
HacTtku 2 10 pm
HacTkW z 25 Um

He Ginbwe 6000 4acTok B amnyni
He Ginbwe 600 YacToK B amnyni

1 yacTka B amnyni
0 YacToK B amnyAi

3 CrepunbHicTb Mae ByTu cTepuabHUM Bignosigae
9 BakTepianbHi eHAOTOKCUHU He Ginblwe 2,18 MO/mr Hanby iy < 1,0875 MO/mr HanBydiHy
rigpoxnopuay rigpoxnopuay
KinbkicHe BusHauyeHHs (BEPX)
10 | KoXXeH ma micTUTb 9,50 mr- 10,50 mr 10,14 mr
Hanbyoiny riapoxnopun 10 mr | (95 % - 105 % 3asBAeHOI KiNbKOCTi) 101,4 %
CynyTHi gomiwkn (BEPX) |
A) B-HanGydiH He 6inbwe 0,5 % He sBuABneHo
11 | B) Byab-aKa HeigeHTuikoBaHa | He binbwe 0,2 % 0,10 %
LOMILLKA
C) Cyma 4OMIlIOK He Binbwe 1,5 % 0,10 %

Cepin signosigae sumoram MKA go PN Ne UA/19141/01/01
MpumiTku: Mpoaykr signoeiaae cneuudikauii No: FPSR/402/C/0318-00

3anBa npo ceptudirkauito

LLum 5 3aCBiaYyH0, WO BULLEeHaBeAeHa IHGOpPMaUa € LOCTOBIPHOIO Ta TOYHOIO. Lito cepia npoayKty 6yno BUroToB/iEeHo,
BKI0YAI0YM NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPONb AKOCTI Ha BuLLEe3a3HauYeHii AiNbHUL] ¥ NOBHIN
BiagnosiaHocTi 3 Bumoramu GMP, BCTAHOBNEHUMU MICLLEBUM PETYNATOPHUM OPraHom, a TakoxK cneundikauiamm y
peecTpauiiHoMy A0CLE KpaiHu-imnopTtepa. MpaToKonu Bu po6HUUTBEa cepil, NaKyBaHHA Ta aHani3u Bynu nepernaHyTi 1a
BCTaHOBAEHO, WO BOHW BianosigaTe GMP.

MigrotoeneHo KA NepesipeHo KA CxeaneHo KA
Im's C. TamincensaH K. l'yHacerapaH A. Mpabxy
Nianvc Ta aata Midnuc / 21/06/2023 fidnuc / 21/06/2023 nionuc / 21/06/2023
Mocaga BuKOHaBeub ACUCTEHT MEHELKEPA MeHegrep

CIN : UQ2423TN2007PTC062349

Corporate Office : No, 13, Gopalakrishnan Road, T.Magar, Chennai 600 017, Tel: +91 44 2345 2030-34, Fax; + 91 44 2345 2036

Factory : No.43, Main Road, Mangalam Village. Villianur Commune, Puducherry 605 110, Tel: + 91
Tel : 73732 88777 Fax : +91 413 2661102

413 2661103 /7373244777




Steril-Gene Life Sciences (P) Ltd.

CERTIFICATE OF ANALYSIS

=5

Steril-Gene

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

NALBEN, solution for injection, 10 mg / ml, 1 ml in ampoules, No5

Active substance / Poiency

Nalbuphine Hydrochloride 10mg/ml

Manufacturing country India
MA number UA/19141/01/01
Batch number LZ3002A

Batch size

154545 amp. (30906 packs Na5)

Date of manufacture

05.2023

Expiry date

04.2025

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 of manmfacturing site: No: 28-08 22 2288

GMP certificate or EudraGMP reference numbers

GMP Ne OGYEV6343-6/2018

AR No.

SGF/2324/QCP/FPC/00024

| Date of Approval

07.06.2023

S.No | Test Specificatio

n

Result

1 | Description

Clear colourless solution free from visible

Clear colourless solution free

particles from visible particles
2 | Identification by HPLC The retention time of the main peak in Complies
chromatogram of the test solution corresponds to
that in chromatogram of the standard solution.
3 | Extractable Volume Not less than 1.0 mL 1.1 mL |
4 | pH Between 3.0 and 4.5 3.70 |
5 | Clarity of the solution "The solution should be clear. Complies
6 | Colour of the solution The solution should be colorless. Complies
7 | Particulate matter
Visible particle The solution should be free from visible Complies

Invisible particles
Particles > 10 pm
Particles = 25 pm

NMT 6000 1

mechanical particles

articles/ container.

NMT 600 Particles / container

1 Particles/container
0 Particle/container

8 | Sterility

Should be sterile.

Complies

9 Bacterial Endotoxins

Not more than 2.18 Endotoxin
Units /mg Nalbuphine hydrochloride.

< 1,0875 Endotoxin Units /mg
Nalbuphine hydrochloride.

10 | Assay (By HPLC)
LEach ml contains
Nalbuphine Hydrochloride 10 mg

9.50mgto 1

0.50 mg

(95.0% to 105.0% of the labeled amount)

10.14 mg
101.4 %

11 | Related substances (By HPLC):
A) p-Nalbuphine

B) Unknown impurity

C) Total impuritics

Not more than 0.5 %
Mot more than 0.2 %
Not more than 1.5%

Not detected
0.10 %
0.10%

The batch meets the requirements of QCM for MA Ne UA/19141/01/01
Remarks: The product complies with the specification No: FPSR/402/C/0318-00

Certification statement

I 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

4 Prepared by QC Checked by QC Approved by QC
Name S. Tamilselvan K. Gunasegaran A. Prabhu
o s Al 3 Pt ’
Signature & date );{V( 9_\\0\5\’)/'_% b \ ‘Lé\\@%\&p‘}% | H‘Q | o f)a >
Designation Excecutive Asst, Manager | Manager

Template No: QA/072/T/01-02
CIN : UD2423TN2007PTCU62549

Corporate Office : No, 13, Gopalakrishnan Road, T.Nagar, Chennai 600 017, Tel: +91 44 2343 2030-34, Fax: + 91 44 2345 2036
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