UNIQUE PHARMACEUTICAL LABORATORIES
OHUK ®APMACLIOTHRAJ JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Lid.»)

(Oraeaense dapyi ¢fix. B Kemukanc i apsacriorukuit Jia)

Boprs, Mymouit 400 030, Hivs - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIHIA
QUALITY CONTROL DEPARTMENT
OTAEJ KOHTPOARA KAYECTBA

Name of the product

Hapanue npenapatra

IFIMOL® 100 ml LDPE vial in cardboard pack

(Solution for infusion 10 mg/ml )

HOUMOJ® poaxon u3 IIIHIT 100 ma s nauike kapTonuoi
(pacTBop /18 HHDYIHA 10 mr/ma)

Registration certifieate number

and date:
Homep PerncipaliHoHHoro
Y/IOCTOBSPEHUSA H 1aTa:

J1M-000900 ot 18.10.2011

Batch #
Cepua Ne

1p2z021

Manufactured
[Mpown3renetio

01/2022 Valid to 12/2023

lopew /10

Analytical Report Ne
Ananurracckuil Orucr Ne

17FP22000174 Date 07/02/2022

Jara

AD1, manufacturer of APl
HaHMeHOBaHHE aKTHBHOT
C)’ﬁCTaHu,HH, ﬂpOMSBQ,’iM'I\‘JIb

Paracetamol BP — Farmson Analgesics (a division of Farmson
Pharmaceutical Guj. Pvt. Ltd.), India

Mapanetamon Bp.®. — dapMcon Anansresuke ([lonpayienenne
apmcon DapMacbioTHKA Tymok. Mot JTna), Hiaus

The analysis was carried out
according to Normative
document

Ananz suinosiHen no HI

JIT1-000900 -190717, Change Nel dated 20.06.2019
JIT1-000900 -190717, Ham. Nel ot 20.06.2019

Manulacturer

(All manufacturing stages)
[Tpou3BOAKTE/L

(Bce craani (POHIBOACTEA)

Unique Pharmaceutical Laboratorics (A division of J. B, Chemicals &
Pharmaceuticals Ltd.), India
10nuk Dapmacsrotikan JlaGopatoph3 (Ovnenenue hupmbl «Jlx. B.

Kemukane o1 @apMacblOTHRAIC JIra.»), Huus

Site address
Anpec upumno.'m'rncmmii
1JI0HATKH

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

Yuactok Ne 4, Gaza IV, M. LK. Mugactpuan Apea, Manonu: 394 116,
okpyr - bxapyy, Hupus

Storage AL lemperature not exceed 30 °C.
Xpanenue TIpH TeMNepaType Nne Bulile 30°C.
Shelf life 2 years

CpoK roHOCTH 2 rona

Crpannua 1 ma 3
Russia




TEST RESULTS STANDARDS
HCIIBITAHHUSA PE3VJIbTAThI CTAHAAPTDI
Description A clear colourless solution. A clear colourless to pale yellow solution.
Onuncanue Mpospaunni pacTaop o+ | [Tpoapaunulii  pacisop OT BGecuncrioro 10 CRETHO-
GECHRCTHOTO UBETA. HENTOTO LHeTd
Identification Keeps requircments The retention time of the principal peak in the
HPLC chromatogram of the test solution should correspond to

[ToANHHHOCTD

BelaepiiBaet 1peboBaHuA

that of the principal peak in the chromatogram of the
standard solution of paracetamol
Bpess Y 1EpAHBAHIA OCHOBHOTO THKA a

BOHX XPOMATOrPAMME HCIbITYEMOIO PAcTBOPA JJIKHO
COOTBETCTBOBATL BPEMCHH YAEPAHBAHHA OCHOBHOTO nHKa
} XPOMATOMAMME CTAILIAPTHOND PACTBUPY NApAaUCTaMona
pH 5.1 From3.5t0 6.0
pH 0r3,51060
Extractable volume 102.5 m! Not less than 100 ml
M3snexkaembli 0EM 102,5 mn He menee 100 Mn

Bacterial endotoxin

Loss than 2.5 EU per | ml

Not more than 2.5 EU per | ml of the solution

BakrtepranbHbie
IHAOTOKCHHAI Menee 2,5 ED Ha | ma He Bonee 2,5 ED ua | Ma1 pactsopa
Sterilily Sterile The solution should be sterile
CrepHALHOCTE Crepuniiuii PacTeop AonxcH OpiTh CTEPHALHBIM
Particulale matter
MexaHH4eCKHe BRIIOUEHHA Absent Particulate contamination should be absent by visual
Visible inspection
OTCVTCTRY KT MeXaHIMECKHe BKMOUCHHA 0NN 0TCYTCTBODATE NpH
Buaumsie BHIYAIBHOM KOHTPO.1E
Invisible Particles 2 10 um: - The particles > 10 pm: average number of particles -
0 per vial NMT 6000 per vial
Particles = 25 pm: - The patticles = 25 pm: average number of particles -
0 per vial NMT 600 per vial
Hepuunnaie YacTHus! 2 10 MUKPOH: - Yactrips = 10 MHKPOH: CPEAIISe KOTHIECTRO HacThll -
0/ pnakox ue Gonee 6000/ dnakon
YacTHIt = 25 MUKPOH: - YacTHIA 2 25 MHKPOLL CPEIHEE KOIMHECTRO MAcTHIL =
0 / duiaxon ne Gonee 600/dinaxon
Clarity Kceps requirements Solution should not exceed the turbidity of reference

standard 1

[Tpoapa'tHOCTh BhbiaepaupaeT TpefoBaHmi PacTBOp HE 10IKeN NPEBLILIATh JTRI0N MYTHOCTH 1

Color Does not cxeeed the reference The color of the solution should not exceed the reference
standard Y standard Ys

[{BeTHocTs He npeswinaeT 3taios Ye Okpacka pacTopa He JCIbKHA MpepLiluaTh OKPAcKy

3TANOHA Yo

Abnormal toxicity

ANOMANLHAN TOKCHYHOCTE

Non-toxic

Hertokenusuii

"The solution should be non-toxic

PacTeop AoiiKeH GLITL HETOKCHHEH

CTpannua 2 ni 3
Russia




TEST RESULTS STANDARDS
UCTILITAHNS PE3YJALTATEI CTAHJAPTEI
Related substances: 4 — aminophenol — not more than 0.5%
- Any other unidentified impurity — not more than 02%
0.00 % - Total impurity - nol more than 1.5 %
0.00 % - 4 — aMHHO(EH — 18 Gonee 0,5 %
PojcTBelHbIC - Jliobas apyras newaeHTHHUHPOBANEAA npHMecs — He
npHMECi: 0.0 % fonee 0,2 %
B ] - Cymua Beex nprmecefi — He donee 1.5 % -]
Assay of 96.6 % i.¢. 9.66 mg/ml 900 % to 110.0 % of the labeled amount
Paracetamol i.e 9.0-11.0 mgml
KonuyecTsenHue 06.6 % T.e. 9.66 Mr/MI o1 90,0% o 110,0 % o7 3asBACHHOTO KONHMECTBa,
cojepKaHye T.e. o1 9.0 20 11.0 mr/mut
[MapaueTamona ‘
Container/closure Keeps requirements As per ND.
system CouToeTcTRYET B cooTReTCTRMM ¢ TpeGusannamu HII
Yiz2koBKda
Labeling Keeps requirements As per ND.
MapkHposxa CooTteeTCTRYET B coorBercTii C TPeSOBAHKAMH HI

Starage condilions
YenoBHA XPAHCHHA

At temperature not exceed 30 °C.
I1pi TeMmepaType He Rhile 30°C,

Al temperature not exceed 30 °C,
TIpH TEMNCPaTYpe HE BLille 30°C.

N ]

The above sample complics with
BrimieyKasaunnil o5paseit 0TheHaeT yeTan

Crpannua 3 u3 3
Russia

Shelf life 2 years 2 yeurs
CpoK rojiHocTH 2 roua 2 rofa

the prescribed standards of quality.
HOBJICHHBIM cranaapraM KAMECTRIL

W
‘“Eﬁ_‘ﬁm P Y
QUALITY CONTROL MANAGER
MEHE,/GKEP MO KOHTPOIO KAMECTBA



