UNIQUE PHARMACEUTICAL LABORATORIES
JOHUK @APMACBIOTHKAJT JIABOPATOPH3

(A division of «J, B, Chemicals & Pharmaceuticals Ltd.»)
(Orencrne gupnet «ilic, b, Kemmkaie 911 PapMackioTHi I Thrpa)
Bopas. Mynbaii 400 030, Hians - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAEI KOHTPOJISI KAYECTBA

Name of the product ‘

Haszpanue npenapara

IFIMOLZ2, solution for infusion, 10 mg/mL (vial) 100 mL x 1
(carton)

HOUMOJI®, pacTeop aus nadysnii, 10 mr/ma (paakon) 100 mu x 1
(NAYKA KAPTOHHAS)

Registration certificate number
and date:

Homep n aara perucTpaliMoHHOTO
yJIOCTOBEPEHUSL:

JIT1-Ne(002268)«(PT-RU) or 28.04.2023

Batch # 1P26007

Cepus Ne

Manufacturing date 01/2026 Valid to 12/2027
JlaTa N3roToRISHMS I'ojien 10

Analytical Report No 17FP26000043 Date 20/01/2026
Axanutuuccknid Oruer Ne Jara

Importing country
CrrpaHa-uMIoprep

Russian Federation
Poccuiickas Penepauns

API. manufacturer of APl (Batch
No)

HauMeHoBaHHe AaKTHBHOH
C_\'ﬁCTHHL'LHH, Il}')ﬂlrl.'lBO,CLHTeJ'II:
(Cepus No)

Paracetamol — Farmson Pharmaceutical Gujarat Pvt, Ltd. (Unit=1), India
(FB25-11574)

Mapaueramon— Gapmeon Papmacsrorukan I'ymkapar [padisur
Tumuren (noapasaenetue-1), Muuas (FB25-11574)

The analvsis was carried out
according to Normative document |
Anaans seimnosaed no HZL

JIT1-Ne(002268)-(PI-RU)-211024

Manufacturer (all stages including
Release Quality Control)

I lpousBoanTeb (BCE CTAIHH,
BETIOUAS BBITYCKAIOLULIHI KONTPO/Ib
Kd4ueCTBa)

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

[Osux Mapnvackiotrkan Jlaopatopus (Oraenenne pupymbl /B, b.
Kemukanc >n @apmacsiorikadic JItay), W

Site address

AJIpec NPOM3RO/ICTREHHOH
MAOLLAAKH

Plot No. 4. Phase 1V, G.1.D.C. Industrial Estate, City: Panoli - 394 1106,
Dist: Bharuch, India.

Vyactok Ne 4, daza IV, I JLK. Hugactpuan Herefir, ropoji ITanonu
-394 116, okpyr: bxapy4, Huus

Manufacturing license number
Homep npon3BoACTBEHHOM JIMUCHIHH

GMP certificate No. GMP/EAEU/RU/02297-
GMP cepruduxar N 2025

G/28D/LVP-9

Storage conditions

Venosna XpancHus

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

Tpu Temnepatype He Boiie 25 °C, B OPUTHHATLHOH YIIAKOBKE ((iakoH
B Nauke) JUIs 3aLLMTh] OT CBETA,

Shelf (storage) life

Cpok ronocTH (XpateHus)

2 years
2 roja
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QUALITY PARAMETERS
NOKAZATEJM KAYECTBA

RESULTS
PE3Y.JIbTAThHI

NORMS (PERMISSIBLE LIMITS)
HOPMBbI (1OINTYCTUMBIE NPEALbI)

Appearance
fvistal)
Onucanne
(GuzVeLib b

Colorless transparent solution
TMpospadnbii SecuBeTHLIA PAcTEOP

Colorless to light yellow transparent solution

Tpospaduit  pacteop oT GecuseTHoro 1o (BETIO-
HKEATOTO LBETA

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 paracetamol standard solution.

Waenrudnrauns BriiepkusaeT TpeboBaHNs Bpemsa yiep:HBaHUs OCHOBHOO NHKA HA

AKX XPOMATOrPAMME HCTILITYEMOTO PACTEOPA J0DKHO
COOTRETCTROBATH BPEMEHH Y/IEPAHBAHKUA OCHORHOTO TTHKA
HA XpOMATOrPAMME CTAHI4PTHOIO PacTBOpa NapaleTanond,

pH 5.1 From 3.5 to 6.0

1',”0-’4‘1':.‘fumt-h"n')

pH 5.1 Or1 3,5 10 6,0

THGTERUOMEMPUNECKIEE)

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

H3piexaemblii 00LeM 102,2 mn He mence HomunansHaro (100 mi)

Bacterial endotoxins

Less than 2.5 EU per 1 mL

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

(Memoo membpannot
rsmpaiing

Bakrtepnajibibie

IHA0TOKCHHBI Menee 2,5 ED a | mn He Gonee 2,5 B9 Ha | M1 npenapata
Sterility Sterile The solution should be sterile
(Membrane Filtration Method)

CrepiibHOCT CrepulibHbli PacTBOp [HOMKEH OBITh CTECPLITBHLIM

Particulate Contamination
MexaHuYecKkHe
BRAIYCHMH

- Visible particles

- BUAUMBIC 4aCTHLLbI

- Sub-visible particles

- HeBHAHMBLE HacTHLIbI

Keeps requirements
BeiiepaHBacT TPeDORAHNA

Particles = 10 um:
0fvial
Particles = 25 pm:
0/vial
YacTuiel = 10 MKM:
0/ thnaron
YacTHULl 2 25 MKM!
0/ dnaxoH

I.;:“'éccordaﬁcé";"i{'ﬁ lhE}édﬁ;remems ( Russ. Pharm).

B coorsereTBUn ¢ Tpedosanuamy (I'@ PM).

- average number of particles = 10 um: not more than
6000/vial

- average number of particles > 25 pm: not more than
600/vial

- cpenHee KOMHYECTRO HACTHIL > 10 MEM -
6000/ naxon

- Cpe/HEE KOJIMMECTBO HACTHLL > 25 MEM -
600/ duakou

He Oosee

He Gonee

Clarity

[Mpo3paunocTh

Does not exceed the turbidity of
the reference suspension 1
He npessIliaéT MyTHOCTD
cycneHIuH cpanHeHus |

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

MYTHOCTE PACTBOPA He JOMKHA NPEBLILIATE MyTHOCTE
cycneH3uH cpasHeHns |

Degree of coloration

Uscrnoers

Does not exceed the degree of
coloration of the reference solution
Yo
He npenwimaet cTeneHh OKPackH
pacTBopa cpasHenns Y

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

CTereHb OKPACKH pacTBOpa HE  I0MAHA
cTeneH, OKpAckH PAcTBOPA cpasHEHNg Yo

HPEBLILINTE

Abnormal toxicity
AHOMAILIAN TOKCHYHOCTD

Non-toxic
HeTokecHHBIH

The solution should be non-toxic
PacTteop n0mKeH OblTh HETOKCHUHBIM

Osmaolality

249 mosmol/kg

From 237 to 289 mosmol’kg

| OCMOIRABHOETD 249 mOcMoa/Kr Or 237 a0 289 mOcmon/kr

Impuritics 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 %

Hpuvecn 0,00 % - 4-aunmotenan — ne Gonee 0,15 %

BIKY - mioBay apyras HewICHTHPUUMPOBAHHAS NPHMECh — He
0,00 % fonee 0,10 %
0.0 % - cyMMa npimeceii — He Ooace 1,5 %
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QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)

MNOKASATEJIN KAYECTBA PE3Y.JIbTATHI HOPMBbI (JIOMMYCTHMBIE NPEAEJIb])
Assay of Paracetamol 97.0 % From 90.0 % to 110.0 % of the declared quantity,
HPLE i.e. 9.70 mg/mL i.e. from 9.0 to 11.0 mg/mL

Koauuecrsennoe 97,0 % O 90,0% no 110,0 % ot 3a4BACHHOIO KOJHYECTBA,
onpejesIeHne T.2. 9,70 Mr/mMn T.€. 07 9,0 10 11,0 mr/ma

Iapaneramoina

BURN -

Storage conditions At a temperature not exceeding At a temperature not exceeding 25 °C. in the original

25°C, in the original package (the | package (the vial in a carton) in order to protect from
vial in a carton) in order to protect | light.
from light.

YeaoBua XpaHeHus Mpu remueparype He puiwe 25 °C, | Tpu remneparype we seime 25 °C, B OpHIHHANLHOM
B OPMIHHAIBHOM YIAKOBKE ynakorke ((akoH B na4ke) JU14 3alAThI OT CBETA.
(dnakon b mauke) LA 3AUATE OT
CBECTA.

Shelf (storage) life 2 years 2 years

Cpor roanocTn 2 rosa 2 roja

(XpaHeHHs)

The above sample comphes with the preseribed standards of quality

Bunneykasastsin 00paieil CONTRETCTRYET YCTAHOBACHHBIM CTAHAGPTIM KE4CCTBA

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labelling and qualiy
control ot the above-mentioned site in full compliance with the requirements of Good Manufacturing Practice of the Furasian 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.

HacTosiniy 8 NOATRCPAIAI, NTO NNHECACHHAS BLIIC HADOPMALNA RBIAETCH JOCTONCPHOR 1 TOMNOR. DTa Cepia NPOAYKUHN NPOHIBEACHR (BIIO L
VIUKOBKY (MAPKHPOBKY) 1 KOHIPOAL KAUECTRA) HA RLIIEYKAIAHHON NPONSLOACTRCHAGH NIOUAIKE B NOIHOM COOTBETCTRIH ¢ TpeSoRaHMaMi |Ipasi
HAICEANLCH NPOMBCACTBCHHOM PAKTHEN EBPAsHiickOI0 IKDHOMHUSCROID COI03A 1 TPEGORANMIMH KOHTPO.IS KACCTBA JIEKUPCTHEHHL CPEICTR, 4 TARHC b
COUTHETETRIN €O ClIeM(HKALLEAMN, COICPRKALEMICA B PErHCTPAIHOHHOM A0CKE CTPAHL-MMIOPTEpa. JAMHCH 110 NPOHIBOLCTRY, YIAKCBKE i Q14713
NPOBEPEHBL, H YCTIHOBJEHO HX COOTBETCTBHE TpeCOBaHIsM [TPARMN HALIEKAILESH NPOHIBOACTBCHHON NPAKIHK EBpasiiickoro SKOHOMAMECKOro CoIoa.

Ay ) | | AN Pregin t&?{?@’: 26

QUALIFIED PERS
YINOTHOMOYEHHOFE JIHLO

QUALITY CONTROL MANAGER
MEHEIKEP 10 KOHTPOTIO KAHYECTBA

L

S\ & j
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000 «lOHUK ®APMACBIOTUKAI NABOPATOPU3»

FOpugudeckuin agpec:

123056, r. Mockea, MyHWLWNansHbIA okpyr MpecHeHCKoro BH.TEP.T.
yn. bpecrckas 2-a, gom 9, ctp.1, nom. 1/

Ten/thakc (495) 642-82-34, Ten. (495) 842-82-35

WHH/KIN 7703550219/771001001
CIrPH 1057746834420

110ATEEp:ENEHHE COOTBETCTBHSA

BE0O3HMOr0 JIeKAPCTBEHHOI0 NPenapara TpedoBaHusIM,
VCTAHOBNEHHBIM NPH €ro0 rocyIapeTBEHHOI PerucTpanuu

Ne 1863 ot JU ©f 2026

CotitacHo TToc rasoRIcHEA TIpakiierheike T o1 31.05.2025 NeR 1S «O nopsaake usou b 1 puggutickii ofopol
.1EKapCTBBHHhTX CPRCACTR JUTH METHIIMHCEOrD MPUMEHCHWAA .

Toprosoe naumMeHOBaHHE

HPUMOJ®

HIH XHUMHYECKOE)

MexayHapolHOE HENATEHTORAHHOE
HAUMeHDRAHHE (TPYNMMPDRAYHOE

JlexkapcTeeHHAs hopMa

[lapanieTamon

pacTsop [UTd HHY3Hi

JHosupoeka

10 Mr/ma

Dopma BhlyCKA
Howmep cepun

pacraop s uaysni, 10 me/mir (drakor) 100 v x 1 (mauka KapToHHAA)
1IP26007

(Bce cTaauu npor3BoacTDa)

O0beM cepuu 37802

JlaTa BBINYCKA 01/2026

l'ozeH fo 12/2027 (31/12/2027)

Haumvenonanue 1 agpec Unique Pharmaceutical Laboratories (a division of “J. B. Chemicals &
OPOH3BOIMTENS Pharmaceuticals Ltd.”), India

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

HOmix ®apmacriotrran Jlabopatopus (Otnenenme ¢upMel «/x. . Kemuxanc
3ug PapMacsoTEKaNC JTI»), e

Hunam Centep, Kprimo «b», 4 stax. Xuga Caiika Poya, Bopnu, Mymbaii
400030, Mugus

Site address
AIpec NpOH3BOACTBEHHOM
IIOIIAIKE

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

Vuactok Ned, @aza IV, M LK. Hraactpuan Hcrteidt, ropoa: Ilagonu - 394 116,
OKpyT: bxapyd, Moana

YHOCTOBEDCHHA

_H_OME[) W Jata pETHCTPAITHOHHOTO

C ypaxeHueM,
JlukBHAATOP

000 «I0aEK PapMackoTHREAN JIaGopaTopH3y

IToMep HOPMATURHOMN NOKYMEHTAIMH

HarmeHOBaHHe M agpec fepkaTens
PErHCTPAHOHHOTO YAOCTOREPEHHA

JITT-No(O02268)-(PT-R1I)-211024

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

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

10wk @apmacrioTikan JTaGoparopus (Orpcacuue @upmsl «Jlx. B, Kemukanc
3H1, Papmacrioruxanc Jita»), Hagus

Hunam Centep, Kpriao «B», 4 atak, Xudi Caidr Poyi, Bopim, MywGai
400030, Muaus

Pypunuenxae C.B.




