UNIQUE PHARMACEUTICAL LABORATORIES
I0OHUK ®APMACBIOTHKAJ JJABOPATOPH3
(A division of «J. B, Chemicals & Pharmaceuticals 1.td.»)

(Oraeaenne dupmel «Lx, B, Kemnkanc iy Gapmaceiornkane JITL.)
Bopnu, Myn@ait 400 030, Mizms - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJM3A
QUALITY CONTROL DEPARTMENT
OTJIEJI KOHTPOJIA KAYECTBA

Name of the product

Haspanue npenapara

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

HOHUMOJI®, pacrrop s uudysuii, 10 mr/va (gurakon) 100 ma x 1
(navika KAPTOHNAH)

Registration certificate number
and date:

Homep 1 nata percTpalMoHHOTQ
YAOCTOBREPEHHH!

JI-Ne(002268)-(PI'-RU) oT 28.04.2023

Batch # 1TP25402

Cepua Ne

Manufacturing date 12/2025 Valid to 1172027
Jlata warotosneHus I'oned ao

Analytical Report Ne 17FP25003112 Date 18/12/2025
Anainrriieckuil Oryaer Ne Hara

Importing country
CrpaHa-umnopTep

Russian Federation
Poccuiickan @ejepaiis

API, manufacturer of API (Batch
No)

HaumenoBanne ak THRHOM
cyOCTAHIHH, TPOH3BOIMTENL
(Cepus Ne)

Paracetamol — Farmson Pharmaceutical Gujarat Pvt. Ltd. (Unit-I), India
(FB25-11581)

Tapaueramon— @apmeon Papmacsiorrkan ['yakapar [paisnr
Jlumuten (noapasaeiachne-1), Muauns (FB25-11581)

The analysis was carried out
according to Normative document
Anannz geinonnen o HJ

JII1-Ne(002268)-(PI-RU)-211024

Manufacturer (all stages including
Release Quality Control)
Ipon3poanTens (BCe CTAANH,
BKJTIOUAA BBINYCKAUIHI KOHTPONh
KauecTsa)

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

IOnuk Mapmacwiotukan JlaGoparopus (Orvaenenne Qupmsl «Jbk. b.
Kemuxane sua Mapmacetorukanc Jlras), Haans

Site address

AJipec HpOM3BOACTBEHHOH
TJIOLLLAJIKH

Plot No. 4, Phase 1V, G.1.D.C. Industrial Estate, City: Panoli - 394 116,
Dist: Bharuch, India.

Vuactok Ne 4, @aza IV, I H.JLK. Unpactpuan Hereiir, ropom: Manoan
-394 116, okpyr: Gxapy4, Hnana

Manutacturing license number
Homep NpoH3BOACTBEHHOM JIHLEHINH

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

G/28D/LVP-9

Storage conditions
o

Yenorua XpaHcHua

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

Tpu Temmeparype He ehitie 25 °C, B OpHIHHATIBHOH yniakoske ((1aKoH
n HH‘IRE) JUTH 24aldThl OT CBETA.

Shelf (storage) life
Cpok rofHoCTH (Xpaneins)

2 years
2 roaa

Crpasnna 1 w3 3
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QUALITY PARAMETERS
MOKA3ATEJIH KAYECTBA

RESULTS
PE3YJILTATHI

NORMS (PERMISSIBLE LIMITS)
HOPMBbI (1011YCTHMBIE MPEJIEJIbI)

Appearance Colorless transparent solution Colorless to light yellow transparent solution

fvisual) [Mpo3paunsiii SecuBeTHLI pacTRop

Onucanne Tlpospauseiii pacTBOp OT OECURETHOID 10 CBETIO-

(BuUzyGABHOIL JKENTOro 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.

HaenTuduranns Buiaepxkusaet TpedoBaHus Bpema yaepAHBAHHA OCHOBHOTO NHKA HA

BOWRX XPOMATOIPAMME HCIBITYEMOIO PACTBOPA JA0IDKHO
COOTBETCTROBATH BPEMEHH YJEPAHBAIHA OCHOBHOTO TTHKA
HA XPOMATOIPAMME CTAHIAPTHOIO DACTRODA MApaleTamMona.

pH 5.2 From 3.5 t0 6.0

{potentiometric)

pH 5,2 Or3,5106,0

(nomenyuomempuyeckii

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

Hisniekaemblii 06bem 102,2 mn He menee nomunaasnoro (100 mn)

Bacterial endotoxins

Less than 2.5 EU per | mL

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

fMemood smemdpanmoi
{#u.-‘.‘br)rlu(mlm J

BakrepuaibHbie

IHOTOKCHHI Menee 2,5 ED na | ma He Gonee 2,5 ED Ha | Mn npenapara
Sterility Sterile The solution should be sterile
(Membrane Filtration Method)

CTepuaLHOCTE CrepHibHBIi PacTsop nosieH ObITh CTEPHIABLHEIM

Particulate Contamination
Mexauunueckne

BKJIIO4eNnns

- Visible particles
- BuanMble 4acTHIILI

- Sub-visible particles

- HeBHIHMBIE HACTHIIbI

Keeps requirements
Buigepikupaet rpefoBaHus

Particles 2 10 pm:
13/vial
Particles = 25 pm:
0/vial
YacTaue! 2 10 MKEM:
13/ dnaxon
Yactuisl > 25 MKM:
0/ rakon

In accordance with the requireiﬁehts (Russ. Pharm).
B cootseTcTBHH ¢ Tpebopannamu (I'd Pd).

- average number of particles = [0 pm: not more than
6000/ vial

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

600/vial

- cpelHee KoaudecTso uactuy = 10 MM - He Gonee
6000/ hnaxon

- CPellHee KOJNHYCCTBO HACTHIL 2 25 MKM -  He Oosee
600/ naxoH

Clarity

Ilpospaunocrn

Does not exceed the turbidity of
the reference suspension 1
He npenLiaeT MyTHOCTh

CYCHeH3WH cpaBHeHns |

The turbidity of the solution should not exceed the
turbidity of the reference suspension 1

My'['HUEIh pa':TBDpa HE J0JKHa npcahTHlﬂTI‘ MYTHOCTh
CYCIEH3INM CpaBHeHuA |

Degree of coloration

lLlgeTHOCTL

Does not exceed the degree of
coloration of the reference solution
Ys
He npepuiliaeT cTeneHk OKPackH
PACTROpA cpaBHEHHA Ye

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

CrTeneHs OKPackm pacTBopa He [OMKHA NPEBBILATH
cTeneHL OKPACKH PACTROPA CpaBHEHHA Ye

Abnormal toxicity

AHOMAIBLIAS TOKCHUHOCTE b

Non-toxic
HeToKCHY HbIH

The solution should be non-toxic
PacTaop noueH GbITh HETOKCHYHBIM

Osmolality

250 mosmol/kg

From 237 to 289 mosmol/kg

OeMonsuILHOCTE 250 mOcMon/kr Or 237 go 289 MOcMOI/KT 1

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

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

l'lApumecu 0,00 % - 4-amunodenon — ve donee 0,15 %

BIKX - moGas apyras HeWIEHTHHUKPOBAHHEA NPUMECH — HE
0,00 % ponee 0,10 %
0,0 % - cyMMa nmpumMeceii — ne onee 1,5 %

Crpanuua 2 u3 3
Russia



QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
NOKASATEJIH KAYECTBA PE3YJIbTATbI HOPMBI (1I0NYCTUMBbIE OPEAEJIbI)
Assay of Paracetamaol 98.1 % From 90.0 % to 110.0 % of the declared quantity,

Hneic

Koanuecrsennoe
onpeacieHue

[Mapaueramona
BOMX

ie 981 mg/mL

98,1 %
T.2. 9,81 Mr/mn

i.e. from 9.0 to 11.0 mg/mL

0O190,0% no 110,0 % o1 3a8BISHHOIO KOJIHYECTBA,
r.e. 01 9,0 10 11,0 mr/mn

Storage conditions

Yenorug xpanenus

Shelf (storage) life
Cpox roanocTu
(xpanenns)

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

[Mpu remnepaType He poille 25 °C,
B OPHIrHHAILHOH YNIaKOBKe
(dnakoH B mauke) 1A 3aUIHTHI OT
cpeTa.

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

ITpu Temnepartype He Bhie 25 °C, B OPUrHHAIBHOR
YHAKOBKE (cbnamm B IIH"IKE:) 1A 3alMTel OT CRETA.

2 years
2 ronia

o

The above sample complies with the prescribed standards of quality
BruneykasaHuslil oGpasci COOTBCTCTBYCT YSTAHOB/ICHHBIM CTUHIAPTAM Kauecina

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

HACTOAIM 5 NOATREHUIAN0, UTO DpUBeAeNas nhine WHOOPMALHA ARMACTCA NOCTOBEPHON M TOMHOM. 313 cepus NPOLYKUMA NPOH3RE/EHA (BEIOUL
VIIAKOBKY (MAPKUPOBKY) M KOHIPONL KAHECTHH) H BLUNCYKEZAHHON NPOMIBOACTRCHHON NIOMANKC B NOMHOM COOTECTUTBHM C apetosanmami Tparsa
HAVICIKACH NPOHIBOACTECHAONH NPAKTHEN EBpasnilckoro dDKeHOMHIECKOIO CONaa U TPefoBAHNAMI KOHTPOAA KAYSCTRA JICKAPCTBCHHEIX CPEACTE, Il THKHE 1k
COOTBETCTRHN CO ;‘,l'lcumim:-cammmsl, CONSPKANUMHUCA B PCFHCTPALHOHHOM J0ChE CTPAHE-HMIIOPTEPA, JanucH No NPOWSBOJCTRY, YIIAKOBKS H AHALAIY

HPOBEPELL, H YCTAHORISHO HX COOTRETCTRHG 1pedosannanm Tpasun Hanrexkamcli nponsBOACTBCHHON NPAKTHE Enpasniicroro SKoHOMHISCROTO SOKO3E.

Pown goh

QUALITY CONTROL MANAGER
MEHE/KEP 10 KOHTPOTIO KAYECTBA
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000 «lOHUK ®APMACBLIOTUKAT NTABOPATOPU3»

IOpnonyeckui agpec:

123086, r. Mockea, MyHULMNanNbHLIR okpyr MpecHeHckoro BH.TEp.T,
yn. bpectckaa 2-a, gom 8, ¢1p.1, nom. 1/

Ten/chakc (495) 642-82-34, Ten. (495) 542-82-35

WHH/KIMN 7703550219/771001001

CI'PH 1057746834420

MonTeepxaeane cooTReTCTRIA

BBO3HMOT0 1eKAPCTBEHHOT0 NpeRapaTa TpeGoanasm,
YCTAHORJIEHHLIM ITPH €10 TOCYAAPCTBEHHON pErHCTPailHA

X 1834 ot DY, P1f 2026

Cornacro TToctanesnenns Npasutenscrsa P or 31.05.2025 Nog 15 «O TCpaaKke BBOMA B [PANIAHCKHI 060poT
JIEKAPCTBEHHBIX CPEACTB M MEIHIHHCKOTO MPUMEHEHHAY,

rToproaoe HAMMEHOBAHHE

HOPUMOT®

Mesk oy HapoIHOE HeTlaTEHTOBaHHOE
HAHMEHOBAHHE {TPYIIHPOROIHOE
HITH XUMHIECKOE)

Tapaueramon

Jlexapersennas popma

PacTBOp A4 HHYY3Mi

Jlosuposka

10 Mrimn

Dopma BHIyCKa

pacteop 1A HE(y3mit, 10 mr/vn (prakon) 100 ma x 1 (masika KapTOHHAH)

Homep cepun

11P25402

(Beg crandu NpoOH3BGACTRA)

OfbeM cepun 37802

Jlata BEITTYCKa 12/2025

Tonew no 1172027 (30/11/2027)

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

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

Kk dapmackiotnian JaGopatopes (Otaencane GupMel «Ik. B, Kemuwanc
3ua Capmacsrotiraic JItmy), Hagus

Humam Cenrep, Kpeino «By, 4 atax, Xuua Catixn Poya, Bopmn, Mymbait
400030, Unnag

Site address
AJpec NpoH3BOACTRERHOM
IUIOLIAAKH

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

Yuactok Ned, Daza IV, FH.JLK. Unnactpuan Hertelir, ropoa: [lanomu - 394 116,
oxpyr: Bxapyy, Haaus

Howmep u nata pervcrpausorsoro
! YIOCTOBEPEHHA

JUT-Ne(002268)-(PL-RU) o1 28.04.2023

Homep HepMaTuBHON D0KyMeHTaLHK

JITI-Ne(002268)-(PI-RU}-211024

HaumenoBanRMe W alipec nepikaTens
PETUCTPALMOHHOT0 YAOCTOBEPEHHS

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

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

Ounx Papmacsrorukan MaGoparopus (Otnenenue dupme: <k b. Kemuxanc
3ux PapMackioTrkanc JITa, »), Humusa

Hunam Cenrep, Kpeino «B», 4 stax, Xusn Cairn Poya, Bopan, Mymbati
400030, Hunus

QOrreTeTReHHOC JMHQ BHCTREGsoTopa OO0 «lOKMK DapMackOTHKAN JlaGoparopuay — CMupHOBA ALA., MeHemxep 10
obecnevemng #adscTaapapikar No.6-O]T ot 01.04.2024

/

C ypaken aém,

Meuemxep gfe:;ﬁecneﬁgc;(mio Kﬂélt?.c,’l;: a CmupHoBa A.A.
000 «101y« DapmackioTiKad JabopaTopnis




