UNIQUE PHARMACEUTICAL LABORATORIES
IOHUK ®APMACLIOTHKAJ IABOPATOPH3
(A division of «). B. Chemicals & Pharmaceulicals Ltd.»y

(Oraeacune dupel «lla. b Kenmranc i Papmaceiouiaic JITLs)
Bopan, MywmGait 400 030, Hivus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTUMHKAT AHAJHM3A
QUALITY CONTROL DEPARTMENT
OT/JAEJ KOHTPOJISI KAYECTBA

Name of the product

Hasepanue npenapara

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

HOUMOJI®, pactiop s wadiysuii, 10 mi/ma (paakon) 100 ma x 1
(MAYKA KAPTOHHAT)

Registration certificate number
and date:

Howmep 1 faTta PerueTpalHoHHOIO
\’,J,UCI(JP!EPEIIHH'.

JITI-Ne(002268)-(PI-RU) or 28.04.2023

Batch # 11P26006

Cepun Ne

Manufacturing date 01/2026 Valid to 12/2027
Jlata H3roToBaeHHs Nojien 1o

Analytical Report No 17FP26000042 Date 20/01/2026
Ananwrnueckuii Oraer Ne Jlara

Importing country
Crpana-HMnoprep

Russian Federation
Pocceuiickan denepatius

APl manufacturer ol APl (Batch
No)

Haumeropasuue akTHBHOH
CyOCTAHIHH, POH3BOANTENE
(Cepus Ne)

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

[Napaneramon— Gapmcon apmacsiorukan ['ymrapar [Tpaiigur
JIumuren (noapazaenenune-1), Muaaua (FB25-11574)

The analysis was carried out
according to Normative document
Ananns spinosded no HJQ

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

Manufacturer (all stages including
Release Quality Control)
IIpoH3BOIMTE D (Bce cTaanH,
BRIIOUAA BBITYCKAIOWHI KOHTPOJIL
KAueCTBa)

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

IOnuk Mapmacerotukan JlaGopatopus (Oraenchuce ¢upmit «/lx. b
Kemuxkane ona @apMacsioTHKAIC Jltn»), Uanmn

Site address

AIPEC MPON3IBOICTBEHHOF
THTOULAKH

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

Yaactok Ne 4, @asa IV, I'H.JLK. Hupacrpuan Hereiir, ropom: Hanonu
-394 116, oxpyr: bxapyd, Huans

Manufacturing license number
Homep npou3eo/icTReHHO JIMLEN3 Y

GMP cerlificate No. GMP/EAEU/RU/02297-
GMP ceprudukar Mo 2025

G/28D/LVP-9

Storage conditions

VCIOBHS XPaHECHHA

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

Mpy temnepatype He Boiwe 25 °C, B OPHIHHANEHOH yNakoske (dnaxoH
B IIauKe) /LI 3aUHTLL OT CBCTA.

Shelf (storage) life 2 years
CpoK roAHOCTH (Xpanenud) 2 roja

Crpannua 113 3
Russia




QUALITY PARAMETERS
HOKA3ZATEIH KAYECTBA

RESULTS
PE3¥JIbTATBI

NORMS (PERMISSIBLE LIMITS)
HOPMBbI (1O0YCTHUMBLIE IPEJEJIBI)

Appearance
(visaal)
Onuncanne
(GUsVanbHblil)

Colorless transparent solution
[Tpospaunslii GecupeTHL pacTsop

Colorless to light yellow transparent solution

[pospaunniit  pactsop oT 6GecuseTHOTO 10 CRETIO-

HeNToro UBeTa

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,

Winentndukaunsn BhiiepkinBaeT TpedoBanus BpeMa yaep®HBaHUA OCHOBHOTO NHKA HA

B3N XPOMATOIPaAMME HCILITYEMOTO PACTBOPA IOIKHO
COOTBETCTBOBATE BPEMEIH YASPAKHBAHUS OCHOBHOIO I1HKA
1A XPOMATOIPAMME CTAUAPTHOTO PACTROPA APAIETAMONA.

pH Al From 3.5 10 6.0

{patentiomelric)

pH 5.1 Or 3,5 06,0

l’.!!ul!i{‘}f‘;(lt’l.\ft‘.’i!pl'l!{’('KFl’l.f_)

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

HisJiekaembliii 00bem 102.2 ma He menee HoMuHansHoro (100 M)

Bacterial endotoxins

Less than 2.5 EU per | mL

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

Bakrepunanbhbie
IHAOTOKCHHLL Menee 2,5 ED wa | M He Gosee 2,5 E7) va | mn npeuapara
Sterility Sterile The solution should be sterile

(Membrane Filtration Method)
CrepmiibHocTh

{Memad meatpans o
rasmpayin)

CrepuiibHblii

PacTBop fosieH ObITh CTEPHIBHBIM

Particulate Contamination
MexaHuuyeckHe
BEIHYCHARA

- Visible particles

- BHAMMBIE MACTHUL!

- Sub-visible particles

- Hesuanmble yacTHibl

Keeps requirements
Boieprnsact rpefosanus
Particles = 10 pm:
1147/vial
Particles = 25 pm:
93/vial
Yactuust = 10 MM:
1147/ ¢pnakon
YacTHikl > 25 MEM:
93/ (pnakon

In accordance the requirements (Russ. Pharm).

B coorpercteuu ¢ Tpedosanuamu (I Pd).

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

- average number of particles >
600/vial

- cpeaHee KonudecTRO vactuu = 10 mMKM -
6000/ naxou

- ¢pelHee KOMHUECTBO HACTHIL = 25 MKM -
600/ gnaxon

25 pm: not more than
ue bojee

He Gonee

Clarity

[po3paunocTs

Duoes not exceed the turbidity of
the reference suspension |
He npeBhiLaeT MyTHOCTE
cycrnen3uu cparHeHus |

The turbidity of the solution should not exceed the
turbidity of the reference suspension |
MyTHOCTH PAcTBOPA He NOMKHA NPCRBINIATE MYTHOCTL

CYCMeH3HH CpaBHEHHA 1

Degree of coloration

LlgeTHOCTE

Does nol exceed the degree of
coloration of the reference solution
Ys
He npepLiliaeT cTeneHk OKpackH
PAcTBOPA CPABHEHHA Y

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

CrencAb OKPackH pacTBOpa He  JIOJKHA
CTENEHk DKPACKH PACTBOpPA CpaBHEA Yo

11PEHBILIATH

Abnormal toxicity
ANOMATLHAN TOKCHYHOCTh

Non-toxic
HeTokcHHbIH

The solution should be non-toxic
PacTrop fomeH ObITh HETOKCHYHbIM

Osmolality

257 mosmol/kg

From 237 to 289 mosmol/kg

OemoasabLiocTL 257 mOcMon/Kr Ot 237 1o 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 impuritics - not more than 1.5 %

[pumeen 0,00 % - 4-amusodenon — ne Gonee 0,15 %

A - N00AR Apyras HenIeHTUQHLUMPOBAHHAS NPHMECH — HU
0,00 % donee 0.10 %
0,0 % - cymma npumeced — He donee 1,5 Yo

Crpannua 2 ma 3
Russia




QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
NOKA3BATE/IM KAHECTBA PE3YJbTAThI HOPMEI (JIONMYCTHMBIE [PEAEJILI)
Assay of Paracetamol 96.8 % From 90.0 % to 110.0 % of the declared quantity.
HPLC i.e. 9.68 mg/mL i.e. from 9.0 to 11.0 mg/mL
KoJinuecTBEHHOE 96,8 % O190,0% no 110.0 % oT 3a8BNSHHOTO KOJTHYECTRE,
OIpeIEIeHHE 1.c. 9,68 Mr/Mn r.e. 01 9,0 po 11,0 mr/ma
IMapaueramonaa
BMX

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 Lo protect from
vial in a carton) in order to protect | light.

from light.
Ipu TeMmniepatype ne suime 25 °C, | Mpu 1emneparype e pbie 25 °C, B OPUTHHLIBHOH
B OpMIHHANLHON yNakoBKe yiakoeke ((prakoH B Mayke) Ui 3ALULUTH OT CBETA.
((paakon b mavuke) A1s 2ALNTEL OT

Storage conditions

Yenosusi XpaHeHHs

S CRETA.
Shelf (storage) life 2 years 2 years
Cpok roanocrn 2 rona 2 rona

{(xpauenns)

‘The above sample complies with the prescribed standards of quality

Buineykazanisil oGpasell COOTBCTCTBYCT VETAHOBICHHBIM CIRHARPTAM KAUCCTRA

| hereby certily that the above information is authentic and accurate. This bateh of product has been manufactured, including packaging/labelling and quality
control at the above-mentioned site in full complianee 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 1o be in compliance with GMP of the Eurasian FEconomic Union.

Hactoauunns 8 NOATBCPAUIIID, HTO UPMBCACHIAN BLIIE NHHOPMALIA ABAACTEA AOCTOBSPHON 1 TouNOM. Ta Coph NPOAYKLHN NPOMIBEICHE (B0 il
VIRKOBKY (MAPKUPOBKY) M KOKTDOJIR KAUECTHA) Ha BHULCYKIIUINION HPOMSBOACTRCHHON MIOWAKE B NOIHOM COOTBEICTRHM C Tpefopanuamu lpasm
HALICHELLER ILP{HIIDU,A'JCTK‘L'[IHO]'I I1|1EIK‘[‘HK]‘I EEPE}IIHCKOFO IKOHOMHHCCKOTO LOIOSHE H I}\:(‘)ﬂn‘d]—(nﬂ\ﬂll KOHTPOIA Ka4CCTBA ."ICKlIPUlU&’[HII-I\' CPEICTE, 4 TAKKC B
COOTHBETCTBIN CO CHETIPHRKALIHAMH, COASIGKAIIMMICA B PETHCTPALHCHHOM A0CKE CIPAHbI-HMIOPTEPA Fanucn o NpOHIBOACTBY, YHRKOBRE 0 anamisy
NPOBCPeHBL 1 YCTANOBACHO HX COOTBCTCTBHE Tpedosanssm Hpannn naLeHalleli NPOH3BOACTECHHOM IPUKTHK Enpazniickoro IKROHOMIHCCKOTD Colria.

Poiwthiv Goli
QUALITY CONTROL MANAGER
MEHEIXKEP 10 KOHTPOJIKO KAHYECTBA

Q%C,{or/“

Crpannua 3 13 3
Russia
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000 «HOHUK ®APMACBLIOTUKAI NTABOPATOPU3»

Opuan4yecknid agpec:

123056, r. Mockea, MyHWLMNAanksHbIA OKpyr NPECHEHCKOMO BH.TEP.T.
yn. Bpectekas 2-a, aom 9, cTp.1, nom. 1M1

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

e MHH/KIMM 7703550219/771001001
Srapu OrPH 1057746834420

HOHTBEPMEH[’IC COOTBETCTBHA

BBOIHMOIC JICKAPCTBCHHOTO Mpenapata Tpeﬁonalmﬂm,
YCTaHOBJICHHBIM NMPH €T0 rocynapcmelmoﬁ PErHCTPALHH

Ne 1862 ot JJ4. 0F 2026

Cornacro Ioctagosnerna [Ipasutearctsa PO o1 31.05.2025 Ne815 «O nopsgke BROAA B TPAKAIICKHH 0bopaT
JEKAPCTBEHHLIX CREICTB A1 MeTHIHIICKOTO MPHMETIEHHA.

TUpI‘UBUC HEMMCHOBAHHC

HPUMOT®

MexIyHAPOIHOS HENATEHTOBAHIO:
HaHMellopalre (TpYInIpoBoIIoe
MM XHMHIYecKoe)

[Mapaueramon

JckaperscrAas lopMa

pacTBop 114 HHpysHi

Jloaupoeka 10 Mr/ma

@opMa BHIMYCKA pacteop ans uHby3mi, 10 Mr/Mi (duraxon) 100 s x | (nauka kaproxHas)

Homep cepun ITP26006

ObBEM CEpHH 37302

Jlata poimycka 01,2026

[oned no 12/2027 (31/12/2027)

[TauMeHORAHHE H ANpec Unique Pharmaccutical Laboratories (a division of “J. B. Chemicals &
NPOH3ROJIMTENS Pharmaccuticals Ll.”™), India

(Bce cTaamy npoMIROAETRE)

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

HOnnx Dapmacsrotran JlaGopatopus (Otnenenne ¢upmol «[k. B. Kemukanc
3n Papmacsrotrraic Ja.»), Huans

Huranm Centep, Kpsimo «B», 4 otan, Xuma Catixn Pova, Bopan, Mywbai
400030, Mamms

Site address
AJIpec NPOHIROICTHEHHOR
MAGIAAKA

Plot Na. 4, Phase TV, G.I.D.C. Industrial Estate, City: Panoli - 394 116, Dist.:
Bhiaruch, Tndia.

Vuaciok Ned, Daza [V, I LK Hagactpuan Heteiit, ropoa: [amemn - 294 116,
okpyl: bxapys, Maama

| HoMep U 1aTa perueTpalHoHHOIO
YJOCTOBENSHIA

JIII-No(002268)-(PT-RU) o1 28.04.2023

HomMep HOpPMATERIION TOKYMETTAIHA

TIT-Ne(002268)-(PL-RU)-211024

HanvcHoBaHEE 0 anpec JEpRaTEIA
‘ PETHCTPAUHOHHOT O YIOCTOBEPEHITT

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

Onpx OapmacnioTkan Jlabopatopus (Orneterre dHpME «x. h. Kemukance
ann LapMactiotrranc o »), Huans

Hunam Cenrep, Kpuino «By, 4 atas, Xuan Cattkn Poya, Bopmm, Mymbai
400030, Mngus

C yBA4IKEHHEM,
JlukBHaTOp

000 «Huuk QapmacsrwTuran JadopaTopus»

Pyaungenxo C.B.




