UNIQUE PHARMACEUTICAL LABORATORIES
OHHUK ®APMACBIOTHKAJI IABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Lid.»)

(Ornenenue dupmnl «/J. b. Kemuxane ann @apmacsiotakac Jira»)
Bopiy, MymGait 400 030, Huzmst - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAEJI KOHTPOJISI KAYECTBA

Name of the product

Hassanue npenapara

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

HUPHUMOJI®, pacTeop aasa uudysuii, 10 mr/ma (paakon) 100 max 1
(nauka KapToHHas)

Registration cettificate number
and date:
Homep u nata perucTpalHoOHHOTO

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

YIAOCTOBEPeHUS:

Batch # 11P25321

Cepus No

Manufacturing date 10/2025 Valid to 0972027
Jlara warorosienus [Nopen a0

Analytical Report Ne 17FP25002750 Date 28/10/2025
Ananuruueckuii Oruer Ne Jlara

Importing country
Crpana-umnoprep

Russian Federation
Poccuiickas ®enepauus

API, manufacturer of API (Batch
No)

Haumenosanye akTHBHOH
CYOCTaHLMH, IPOM3BOANTENb
(Cepusa Ne)

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

[apaueramon— @apmcon Papmacsiotukan lymiapar |lpaiisur
Jlumures (nogpasaenenue-I), Hugus (FB25-11581)

The analysis was carried out
according to Normative document
Auanus seinonsed no HJ{

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

Manufacturer (all stages including
Release Quality Control)
INpon3soauTens (BCe cTaauy,
BKJIIOHAA BRITTYCKAKOLIMI KOHTPOb
KauecTna)

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

IOnuk dapmacsiotukan JlaGoparopus (Oraenenue Qupmbl /L. b.
Kemukanc s Papmacsiotukainc Jita.»), Huans

Site address

AJlpec NPOU3BOJICTBEHHON
MJI0UAAKH

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

Vyacrok Ne 4, dasa IV, W JLK. Uaaacrpuan Hereiir, ropoa: Hanonu
-394 116, okpyr: bxapyu, Hanua

Manufacturing license number
Homep npou3BoICTBEHHON JIMLIEH3 HH

GMP certificate No. GMP/EAEU/RU/02297-
GMP ceprudukar Ne 2025

G/28D/LVP-9

Storage conditions

Ycnosus XxpaHeHus

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

[1pu TemnepaType He Bbille 25 °C, B OPHIHHAIBHO#H ynakoske (praxon
B [144Ke) 1719 3aUIHThl OT CBETA.

Shelf (storage) life
CpoK rogHoCTH (XpaHeHHs:)

2 years
2 roza
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QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
TTOKA3ATEJIM KAMECTBA PE3YJIbTATHI HOPMBbI (IONYCTHMbIE OPEAEJIbI)
Appearance Colorless transparent solution | Colorless to light yellow transparent solution
(visual) I1po3paunslii GecLBeTHBLIH pacTBOpP
Onucanne [Tpo3paumbiii  pacTBOop OT OECLBETHOrO /10 CBETIO-

(BuIVaALHBIE)

WCATOrG 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.

Haentndgurauns Buinepaunaet TpeGosanus Bpema yaepAHBaHHA OCHOBHOTO THKA HA

BOXKX XPOMETOrPaMMe HCIILITYEMOIrO PacTBOPA AOJIKHO
COOTBETCTBOBATL BPEMEHH YJIePXKHBAHHA OCHOBHOTO MHKA
Ha XPOMATOrpamMme CTAHAAPTHOIO PACTBOPA NAapaLeTaMoa.

pH 5.2 From 3.5 to 6.0

(potentiomelric)

pH 32 Or 3,5 10 6,0

(nomenyuomempuseckun)

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

H3niekaembiil 00bem 102,2 mn He menee HomutanbHoro (100 ma)

Bacterial endotoxins
BakrepuajibHbie

Less than 2.5 EU per 1 mL

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

IHAOTOKCHHBI Menee 2,5 ED Ha 1 mn He Gonee 2,5 ED na | Ma npenapara
Sterility Sterile The solution should be sterile
(Membrane Filtration Method)

CrepuibHOCTh CrepuabHblii PactBop fonkeH GbITh CTEPHIBLHEIM

(Memod memapannot
uaompayun)

Particulate Contamination
Mexannueckne
BKJTIOUEHHS!

- Visible particles
- BUIMMBbIE 4aCTHIIbI

- Sub-visible particles

Keeps requirements
BoigepiusaeT TpedopaHunA

Particles > 10 um:

B coorsercrsun ¢ Tpebosannamu ('@ PD).

- average number of particles = 10 pm: not more than

T7/vial 6000/vial
Particles 2 25 pm: - average number of particles > 25 pm: not more than
0/vial 600/vial
- Hesuumble HacTHub! Yacrup = 10 mMa: - cpearee konuuectso wactii > 10 MkM - He onee
7/ dnakou 6000/ hnakoH
YacTHUBL = 25 MKM: - CpejlHee KONHYECTBO HacTHI 2 23 mkm - He Dosee
0/ dhnakoH 600/ duakon

Clarity

Ipospaunocts

Does not exceed the turbidity of
the reference suspension |
He npeBbliaeT MyTHOCTS

CYCMEeHINH cpaBHeHus |

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

MyTHOCTE pacTBOpa He [OIKHA MPERLINATE MYTHOCTDL
CYCNeH3HH cpaBHeHnd |

Degree of coloration

Does not exceed the degree of
coloration of the reference solution
Ys

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

LigerHocTs He npebbiaer crencHs okpackn | CTenens OKPackH PpacTBOpa HE JI0/KHA NPEBLILATH
pacTeopa cpasHeHnA Y CTeNeHb OKPACKH PACTBOPA CPABHEHMA Yo

Abnormal toxicity Non-toxic The solution should be non-toxic

AHOMAILHAS TOKCHYHOCTH HeTokcH4HbIi PacTrop flonikeH ObITh HETOKCHYHBIM

Osmolality 259 mosmol/kg From 237 to 289 mosmol/kg

OcMONHIBHOCTD 259 mOcMoV/kr Ot 237 1o 289 MOcmos/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 %

HMpumecu 0.00 % - 4-amunodeHoN — e Gonee 0,15 %

BIKY - mobas 1pyras HedAeHTHQHLIPOBAHHAS NPHMECH — HE
0.00 % Gonee 0,10 %
0.0 % - cyMMa NpuMecel — e dosiee 1,5 %o
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QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)

TOKA3ATEJIH KAYECTBA PE3YJIbTAThI HOPMAbI (IONYCTHUMBIE [1PEAEJIbI)
Assay of Paracetamol 97.1 % From 90.0 % to 110.0 % of the declared quantity,
HPLC ie 9.71 mg/mL i.e. from 9.0 to 11.0 mg/mL

Koauvecrsennoe 97,1 % 07 90,0% 10 110,0 % 0T 3aABIEHHOIO KOJIHYECTBA,
onpexesienue T.€. 9,71 Mr/Ma T.€. 07 9,0 mo 11,0 Mr/mn

IMapaueramona

BIKX

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.
Yci0BHA XPAHEHHH Tpu Temmeparype He Buiwe 25 °C, | [Tpu TeMnepatype He Bbilie 25 °C, B OpHTrHHANBHOH
B OPUTHHAILHOH YIIAKOBKE ynakoske ((piakoH B nauke) Ald 3aUMTEl OT CBETA.
(nakon B TAtKe) WA 3AUATEL OT
g CRETa.
Shelf (storage) life 2 years 2 years
CpoK roaHoeTH 2 rona 2 roma

(xpaHeHH;)

The above sample complies with the prescribed standards of quality

BrimeyKasanuslit 00pazeL, COOTBETCTRYCT YCTAHOBICHHBIM CTAN/IAPTAM KauecTBa

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.

HACTOAIHM # 10,{TBEICIAI0, 4T NPHBCJCHHAA BHIIC HIGOPMAIUM ABIACTCA JOCTOBEPHON 1 Tousoll, ITa cepud TIPOLYKIMH NPOM3BEACHA (BRIION
VHAKOBKY (MAPKHPOBKY) H KOHTPOIlb KAueCTBA) HA BHINCYKA3AHHOH MPOM3BOACTREHHON MIOIAAKE B NONHOM COOTRETCIBHH C Tpebosanuamu Tlpannn
HAUIEKALCH NPOM3IBOACTREHHOI paKTHKI EBpasniickoro JKOHOMHNECKOTD COI03A W TPEGOBAHUAMS KOHTPO/IR KaHcCTia NICKAPCTBCHHBIX CPEACTB, i TAIOKE B
COOTRETCTRHH CO CIIEBIIqJHKB.I.l.lUI.\HI, CO,EIeFI:I(aUJJlMilCﬁ B pemc‘lpauuomwm J0CKC CTDBHH'HMII(J[J“:FILL JanucH o ﬂpDIl'jﬂLl;IC'lBy. YIAKOBKE H AHAIH3Y
MPOBEPENEI, H YUTAHOBICHD HX COOTBCTCTBHE Tpebonaray Tipanua pavieskaniel NPowIROICTREHHON NPAKTHK EBPAsHIICKOr0 JKOHOMHHECKOID cOi03a.

?U\W”V\W g\ Q

iy
QUALITY CONTROL MANAGER e
MEHE/DKEP 110 KOHTPOJIIO KAYECTBA

‘\?}’ ; thftwilht‘,/! et Jof2a™
= QUALIFIED PERSON
YINOJHOMOUYEHHOE JIHLLO
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000 «IOHUK PAPMACBIOTUKAIN JTABOPATOPU3»

Srpgtt

IOprandecknid agpec:

Poccua, Mockea 1270086, yn. Teepckas, g.18, kopnyc 1, kab. 609
Tenldaxke (485) 642-82-34, Ten. (495) 642-82-35

MHH/KMN 7703550219/771001001 662 18 11

OlPH 1057746834420

nD}]TBEp WAEHHE COOTBCTCTENAH

BRQINMOrG NEK2PCTREHHOTO NpenapaTta TpeﬁOBBHllﬂM,
YCTAROBACHHLIM NPH €00 rOCY,I[apCTBEH}lDﬁ PErHCTPANHH

Ne 1776 or L4507 2026

Cornacuo Mocranosnedus Mpaeutensctea PO o1 26.11.2019 Ne1510 «O nepanxe Bsoga B rpaxaaHckuit o6opor
MEKAPCTBEHHSIX NPEIIAPATOB LA MEAHLMHEKOTO NPHMEHEHMAN,

TOpTOBOE HaHMCHOBAHHE

HOUMOI®

MesxayHapoIHOE HEMAaTEHTOBAHHOE
HaHMEHOBaHKe (TPYINHPOBOYHOE
WIH XHMHYECKOE)

[Tapaueramon

JlekapcTaenHas dopma

pacTBop 1A HEQY3Ui

Hesuposxa

16 mr/mn

Dopma BeIlTycKa

pacteop wiA nEbysuit, 10 Mr/ma {dnakon) 100 Mn x | (nauxa kapToHHAA)

Homep cepuu

ITP25321

ObbeM ceprr 37802

JHaTa BeNTYCKa 10/2025

Tonen ao 09/2027 (30/09/2027)

HawumenopaHue ¥ agpec Unique Pharmaceutical Laboratories (a division of “J. B. Chemicals &
IPON3BQAMTENS Pharmaceuticals Ltd.”), India

{Bce cTanuu Npou3BoACTRA)

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

Onnk Papmacsiyrukan Jlaboparepus {Otnencnue dupmsl «[x. B, Kemukanc
3ug bapmacetotvkanc Jlta.»), Hanus

Henam Centep, Kpsuio «By, 4 arax, Xusn Caitkn Poya, Bopnu, MymGait
400030, Munaus

Site address
Afpec nped3BOICTBEHHOM
MIoMAOKH

Plot Ne. 4, Phase IV, G.I.D.C. Industrial Estate, City: Panoli - 3%4 116, Dist:
Bharuch, India.

Vuactox Ned, @aza IV, WM. K. Hupactpuan Hereitr, ropoa: [ladonn - 394 116,
okpyr: Bxapyu, Hanus

Homep W nata pervcTpalHoHHeTo
YAQCTOBEPEHHA

JITT-Me(002268)-(PT-RU) o1 28.04.2023

Homep HOpMaTHRHON NOKYMEHTALIHH

JiI-Ne(002268)-(PT-R11)-211024

HanmeHoBanrue 1 Anpec agpmarena
PETHCTRALMOHHOINO YAOCTOBCPCHHA

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

FOouuk @apmacerotukan Jlaboparopus (Otaenenue dupmer «lk. B Kemuxkanc
3uz Papmacerotikanc Jita.»), Hanua

Hunam Cesnrep, Kpeino «B», 4 otax, Xaua Cafkn Poyn, Bopan, MymGait
400030, Uagus

OrsercTeennge mungareTpyibigropa 000 «fOnuK PapmaceoTuran JlabopaTopuas — CnuproBa A.A., MEHEIKED DO
obecneuennio kANeCTBa, MpHKazNe'6-0]] ot 01.04.2024

£
C yBameu}eM,

Menemkep o oBecncycHNI0 KAHECTRA CmuapHoea A.A.

000 <([OHH_KWT?}I JlaGopaTopns»




