UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTHKAUT JIAGOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)

(Oraenenne Qupmbt « Ik, B, Kemukaic o @apmaceiorikanc Jita,»)
Bop.in, MymOaii 400 030, Miaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAEJ KOHTPO.I8 KAYECTBA

Name of the product

Haseaune npenapara

IFIMOL?2, solution for infusion, 10 mg/mL (vial) 100 mL x 1
(carton)

HOHUMOJI®, pactsop aas nudysuii, 10 mr/ma (paaxon) 100 ma x 1
(nauKka KapTroHnan)

Registration certificate number
and date:

Homep K aata perucTpalHoOHHOro
YAOCTOBCPEHHA !

JITT-Ne(002268)-(PT-RU) o 28.04.2023

Batch # [1P25403

Cepua No

Manufacturing date 12/2025 Valid to 11/2027
Jara wirororneHus ToJieH J1o

Analytical Report No 17FP25003115 Date 19/12/2025
Anannrnacckui Oruer Ne Harta

Importing country
CTpana-nMnoprep

Russian Federation
Poccuiickas Wegepauus

API, manufacturer of API (Batch
Na)

HauveHnoBaHHe aKTHBHOH
CYOCTAHLNH, NPOH3BOIMTEND
(Cepus No)

Paracetamol — Farmson Pharmaceutical Gujarat Pvt. Ltd. (Unit-I), India
(FB235-11581)

[apaueramon— @apmcon @apmaceiotukan Fypxapar [paiisut
Jumuren (noapazaencuue-l), Huaua (FB25-11581)

The analysis was carried out
according to Normative document
AHaA3 Beinonned no HJ

JITT-Ne(002268)-(PI-RU)-211024

Manufacturer (all stages including
Release Quality Control)
[lpomsgonnrens (Bece cranuu,
BKITHIUAA BRITYCKAIHA KOHTRONb
Kaueersa)

Unique Pharmaceutical Laboratories (a division of “J. B. Chemicals &
Pharmaceuticals Ltd.”), India

IOnuk ®apmackiotikan Jlaboparopus (Oraenenne dupmbr «/bi. b.
Kemuxanc sua dapmaceioturainc Jira.»), Huaus

Site address

Anpec NpoH3BOACTREHHOH
THTOLLAJ KK

Plot Ne. 4, Phase 1V, G.I.D.C. Industrial Estate, City: Panoli - 394 116,
Dist: Bharuch, India.

Vuacrtok Ne 4, Daza IV, TU.JI.K. Uupacrpuar Hereiir, ropon: [anonn
-394 116, okpyr: bxapy4, Huans

Manufacturing license number
HoMep NpoH3BOJCTRCHHOMN JIMICHHKI

GMP certificate No. GMP/EAEU/RU/02297-
GMP cepruduxat No 2025

G/28D/LVE-9

Storage conditions

Yenorus xpaHeHud

At a temperature not exceeding 25 °C, in the original package (the vial
in a carton) in order to protect from light.

[Npr Temneparype e Bpiwe 25 "C. B OPHrHHANLHOH YIIAKOBKE (pnakon
B [1AYKE) L1 3aLUH Tl OT CBCTA.

Shelf (storage) life
Cpok roaHocTH (XpaHeHus)

2 years
2rona
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QUALITY PARAMETERS
HOKAJATEIN KAYECTBA

RESULTS
PE3YJILTATHI

NORMS (PERMISSIBLE LIMITS)
HOPMBI (JOIMYCTHMBLIE INPEEJbI)

Appearance
fvisual)
Onucanne
(BUsVeabHbE )

Colorless transparent solution

Ilpospaunstit GecuserHbli pactsop

Colorless to light yellow transparent solution

[Mpospayselii  pacTtsop o1  OECUBETHOID
HKEITOro 1iBeTa

A0 CBETI0=-

Identification Keeps requirements The retention time of the main peak in the chromatogram

HPLC obtained with the test solution should correspond to the
retention time of the main peak in the chromatogram
obtained with the paracetamaol standard solution.

H:Jl_el:ITH[E)IlKaILHH Brinepikipaet TpeGosanis Bpema yaepkiuBaHuS 0CHOBHOTO THKA Ha

BIAKX XPOMATOIPAMME HCHBITYEMOID PACTBOPE JIONTAHO
COOTHETCTROBATH BPEMEHU Y/IePKUBAHES OCHOBHOTO MMHEA
H4 XPOMATOIPAMME CTAHAAPTHOTO PACTROPA NAPALIETAMOIA.

pH 5.2 From3.51t0 6.0

(patentiometric)

pH 5.2 O13.5106,0

(numenguoMe mpuNeckiii)

Extractable volume 102.2 mL Not less than the nominal content (100 ml.)

Hssaekaembliii 0bbem 102,2 ma He menee nomunansroro (100 ma)

Bacterial endotoxins
bakrepuanpheie
IHAOTOKCHI bI

Less than 2.5 EU per | mL.

Menee 2.5 E3 na 1 mn

Not more than 2.5 EU per 1 mL of the medicinal product

Ile bonee 2,5 ED Ha 1 Ma npenapara

Sterility

fMembrane Fiitration Method)
CrepmibHocTh

fMentod menfipanioni
gsrempantin)

Sterile

CTepHIbHBIi

The solution should be sterile

Pacteop nomxen ObITh CTEPHABLHBIM

Particulate Contamination
Mexan}mccmlc
EKJ'!!{)‘}FHHH

- Visible particles

- BujymMbie yacTuist

- Sub-visible particles

Keeps requirements
Buinepaupaer tpeGopanus

Particles = 10 um:

In accordance with the req 3 ss.
B cooteetcTRiN © TpeGoraniamu (I'D Pd).

- average number of particles > 10 um: not more than

0/vial 6000/ vial
Particles 2 25 um: - average number of particles > 25 um: not more than
0/vial 600/vial
- HeBianmele uacTHitb! Yactuupl = 10 MEM: - cpeanee KojnuecTso yactuu = 10 Mkm - ne Goaee
0/ pnaxon 6000/ dnakon
YacTuipl 2 25 MKM: - CPelHEE KOJIMMECTBO HacTHil = 25 MEM -  He Ouvlee
0/ naxon 600/ dpnakon

Clarity

IMpospaunoers

Does not exceed the turbidity of

the reference suspension |
He npepriaet MyTHOCTh
CYCIEH3HH cparHenns |

The turbidity of the solution should not exceed the
turbidity of the reference suspension |

MyTHOCTE PAacTBOpa He NOMKHA MPeBLILATE MYTHOCTB
CyCMeH3Hy cpaBHeHns |

Degree of coloration

[IBeTHOCTH

Docs not exceed the degree of

coloration of the reference solution

b £

He NPCBLILACT CTENeHh OKPACKH

pacrsopa cpapierns Y

The degree of coloration of the solution should not exceed
the degree of coloration of the reference solution Y.

CreneHs OKPACKM PACTROPA  He  JI0/DKHA
CTENCHL OKPACKH PACTBOpa CpaBHeus Ye

INPERBIIATH

Abnormal toxicity
AHOMAIBHAN TOKCHYHOCTH

Non-toxic
HC TOKCAY HbIF

The solution should be nan-loxic
PACTROP 10JIKEH ObITh HETOKCHYHBIM

Osmolality 249 mosmol/kg From 237 10 289 mosmol/kg

OeMoasILHOCTE 249 MOcmon/xkr O 237 no 289 mOcmon/kr

Impurities 0.00 % - 4-aminophenol - not more than 0.15 %

HPLC 0.00 % - any other unspecified impurity - not more than 0.10 %
0.0 % - total impurities - not more than 1.5 %

Mpuvecn 0,00 % - 4-amunogenon — ve Gonee 0,15 %

R")H(Y mnhaa ApyTad nau nmrwld’nnrnlr\nn’:ulmn TRUMACT. e
0,00 % Gonee 0,10 %
0.0 % - cymma npumeceii — He Gonee 1,5 %
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QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
IOKAZATEJN KAYECTBA PE3YJIBTATHI HOPMBbI (IOOYCTHMBIE MPE/AEJIBI)
Assay of Paracetamol 97.8 % From 90.0 % to 110.0 % of the declared quantity,
HPLC i.c. 9.78 mg/mL 1.¢. from 9.0 to 11.0 mg/mL
Koamuecreennoe 97,8 % O1 90,0% 10 110,0 % 0T 3asBIEHHONO KOJIHYECTBA,
onpeacicHune T.2. 9,78 Mr/Mn T.€. 07 9,0 10 11,0 mr/mn
Iapaueramona
BIKX

Storage conditions

from light.
YciaoBun xpaHeHus

At a temperature not exceeding
25°C, in the original package (the
vial in a carton) in order to protect

I1pu Temnepatype ne porme 25 °C,
B OPUIHHATRHON YIAKOBKE
((h1akoH B HauKe) 1718 3aUHTHL OT

At a temperature not exceeding 25 °C, in the original
package (the vial in a carton) in order to protect from
light.

Ipu remneparype He Boie 25 °C, B OPHIHHANBHO N
ynaxkoBke ((p1akoH B aYKe) A1 3aUIHThI OT CBETA,

cBeTa, 3
Shelf (storage) life 2 years 2 years
Cpok roanoern 2 rona 2 roma

(Xpaneinn)

The above sample complics with the prescribed standards of yuality

Brimeyxkasanmimiii ofipaien cootBercIBYCT YCTAHORICHHBIM CTARJIAPTAM KauecTsa

I hereby certify thal the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labelling and quality
control al the above-mentioned site in full compliance with the requirements of Good Manulacturing Practice of the Eurasian Economic Union and the
requirements for quality control of medicines and with the specifications in the Marketing Authorisation of the importing country. The batch processing,

packaging and analysis records were reviewed and found to be in compliance with GMP of the Eurasian Economic Union.
2112 P

HactosnmM 3 NOATEEPAIAID, 410 NPHBSICHUAd BBILE HHOPMALHA ABNACTCA JMOCTOBEPHOH H TOMHON. ra cepua MPOAVKIMH NPOH3BEICHa [Bimodas
YNAKORKY (MAPKHPOBKY) H KOHTPO.Ih KEYECTBA) HA BBILIEYRABAHHON NPOHIBOJCTREHHON NIOUIAIKE B OJIHOM COOTBEICTBNK ¢ Tpefosanyamn [lpasun
HALIEKAULEH NPOMIBOACTBCHHON NPAKTHKN EBpatniickora IKOHOMIIECKOTD COI030 1 TPeGOBHMAMY KORTPONIA KAYECTBA NCKAPCTECHHBIX CPEICTR, A TAKKE B
COOTBETCTBHM €O cnermdnkan v, COACPHHUMMUCE B PETHCTPALMOHHOM A0CLE CTPAHLI-NMNOpTepa. 3anucn no APOHIBOACTRY, YIAKOBKE H alanndy

NPOBREPCHE, W YCTAHOBICHO HX COOTBCTCTBHC 'I']JCEOBJ.HIIRM ﬂpﬂﬁl]ul HUIEA aLei IIpUH3I]DJC'|I!elJ|lUI'1 NPAKTHE EBP(’J’}H“L‘RUL"U IKOHOMHMECKOTO & 34l

PMULMH'IU 4(9 ]\N " ‘1’;‘

QUALITY CONTROL MANAGERC \\
MEHETXKEP [0 KOHTPOJIIO KAYECTBA

Crpannna 3 3 3
Russia
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000 «HOHUK PAPMACBLIOTUKAN JIABOPATOPU3»

Fragatt

KOpunrseckni anpec:

1230886, r. Mocksa, MyHWLMNanNbHBIA OKpyT MPeCHEHCKOro BH.Tep. .
yn, Bpecrckas 2-9, AoM 9, ¢Tp.1, nom.1/1

Ten/haxc (495) 642-82-34, Ten. (495) 642-82-35

WHH/KAN 7703550219/771001001

OlPH 1057746834420

MoareepxaeHie COOTBETCTRIA

BBOIHMOro NEKApCTBEHHONQ NpenapaTa TpeﬁOBaHHﬂM,
YCTAHOBJICHHBIM [IPH €10 rocynapﬁaeuﬂoﬁ PETHCTRAUMH

Ne 1835 ot ip‘y 0[/’.2026

Cornacno [Toctanosnenss [pasurenscrtea PO ot 31.05.2025 Ne815 «O nopsnxe Beofa B rpasaanckuit oboper
JIEKAPCTBEHHBIX CPEACTR A4 MEIWIHHCKOTG TPHMEHEHHA).

TOIJFOBOC HanMeHOBAHHE

HOHMOJI®

MexayHapoIHOe HeTATeHTOBAHHOE
HAMMEHOBAHHE (TRYITIHPOBOYHOE
HITH XHMHYECKOS)

ITapauetamon

JexapcTreHHan HopMa

pacTsop Ans Hudyu

Joiupoeka

10 mMr/mn

QopMa BBIITYCKA

pacTeop A wHby3ui, 10 Mr/ma (dnakon) 100 mn x | (mauka kapToHHas)

Homep cepun

IEP25403

Q0beM cepun 37102

JHara BeIIyCKA 1272025

Tonen go 1172027 (30/11/2027)

HanmeHoraHKe W afpec Unique Pharmaceutical Laboratories (a division of “J. B. Chemicals &
MPOK3ROAHUTENS Pharmaceuticals Ltd.”), India

{Bce cTaMK TIPOH3BOACTBA)

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli, Mumbai 400030,
India

Omuk ®apmacerorakan abopatopuz (Oraenenne fupmul «Jhx. B. Kemuxane
3un Gapmacsiotukanc Jta.»), Hanma

Hunam Centep, Kpbuio «By, 4 araxk, Xunn Cairn Poya, Bopaa, MymBait
400030, Mnaus

Site address
Afpec NpOHM3BOICTBEHHOH
TOIAAKH

Plot Ne. 4, Phase IV, G.ILD.C. Industrial Estate, City: Panoli - 394 116, Dist.:
Bharuch, [ndia.

Vyacrox Ned, dasa [V, .U J[ K. Hunacrpuan Herefit, ropon; laronm - 394 116,
okpyT: bxapya, Muaua

Homep v fiata perHCTPALUOHHOIO
YIOCTOBEPERHA

JIIT-Ne(002268)-(PI-RU) ot 28.04.2023

HOMBp HOPM&TMBHOﬁ JCKYMCHTALIHA

JI[-Ne(002268)-(PT-RU)-211024

HanmeHoRaHME U afpec nepmaTend
PETHCTPALIHOHHOTO YNOCTOBCPEHHA

Unique Pharmaceutical Laberatories (a division of “J. B, Chemicals &
Pharmaceuticals Ltd.”), India

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli, Mumbai 400030,
India

HOouuk ®apmacerotuxan Jlaboparopus (Oraenenne gupmel «flx. B. Kemnkanc
ang PapmaceroTrianic JIta.»), Hraua

Hunaum Centep, Kpsino «B», 4 stax, Xuna Catikn Poya, Bepna, Mym6ai
400030, Hapun

OTBeTCTBEHHOE IMIO AMCTPHERIOTAPA 000 «tOHux GapmackioTrran JlaGopatopus» — CMUPHOBA A.A., MEHEITKEP NO
ofecnedening RitecTna, Hpukas Ne 6-011 o1 01.04.2024

C yuamnﬁé&

Meunen:;p o obecnedeH

eCTBa

Cmupuosa AA.

000 < (aex @apmaceoTikay Jaboparopus




