UNIQUE FHARMACEUTICAL LABORATORIES
HHHK @APMACBIO THEA TALOPATGRIN
(A diviston of o}, I3, Chemicals & Pharmaceuticuls ] 185}
Eraencne dupan b B, Kesnne s Pupstsenorine e
Bopam. Mysaii <0430, s - Wk, Murnbae S8 034 |y

CERTHRCATE OF ANALYSIS
CEPTHOHRAT  AIIA T A

QUALITY CONTROL DEPARTMEN
OLIET KOHTPOAS KAMECT A

m‘h‘ ol the product FIMOL” 100 ml LDPE vial in cardhoard pack
(Salution for infusion 10 me‘mi )
HPHMON™ daarcon s 1UHIT 166 3a 5 nane KD TOuM
Hasuanie IR {PRCTBOP A3 1ty i 10 M AL )

Registrattion certificate number 000900 o1 18 10,201
anad clate:

Homep Perucipanionnoro
%IUL’HU&R‘;]L‘III!R W AuTa

Bateh #
Ceproa Mo

Tanuluctured ; ! Valid w

Hpainkenenae Cazen q0
Analytical Report Mo | ETEPII000%L ) Date LR
Auaiuriiecknii Grver Na Hara
APL manufacturer of AP | Paracetimol BP — Farmson Analgesics (a division of Farmison
Fhunsicnomiine asrmsodi  Pharmaceutiend g Pvte Lid ), lisdin
evberanumm, npammo g ey, Hapauerasoa bp.d, - Papmeon Anansresiee (| lospagienerie

Dapmcon Gapaacsioniisa Py Tlsr. Jho), Maws

The analvsis was carricd ot ATHI00900 -190717. Change Nel dated 20.06.2019
according o Nonnative JH1-000900 - 190717, Hsm. Nel or 20.06.2019
document

AN BRONHeH 1o HA

Manuthcturer Unique Pharmaceutical 1aboratories (A dvision of 1. B. Chemicals &
(AT munnfacturing stages) | Pharmaceuticals Lid ), India

Hpmssoasrein O Papasichorigas Jetoparopis (Oreacine Prpainr il 13
(Bee craam npomsoacrea) Kemxane Wapsmacsionue M), Hums

Site address Plot Ne. 4, Phase IV, GLID.C. Industrial Aren Panoli: 394 116, Dig -
AJPCC NpOISBLACTRCHIOI Bharuch, India,

ETOUEI KT Vuacror Ne 4, dig 1V, PHJLK. Hierpian Apea, Hawoony: 394 1186,

UEPYE - Bixapyy,

Storge Atlemperature not exceed 30 7,
Xpatenue | Hlps remaneparype ne sume 30" ¢,
H
Shelf hife | 2 wears
Upek roanocty {2 roma

Loiperniga 1o 3




TEST
HCH bITAH
Deseription

A

Oiicane

ftirﬂ-!_:?it?iz!.lilrl
HrLe

Bowmnmoer,

Extractihle Vidune
Hienckacagi OlLem

RESUE TS STANDARDS !
VB RRA T b b s AT A pore
; eIy Irlfr\kt”rivl ) . CTAHAAPTR] ; ——
Acclewr eolourle sirfution, A clear colourless 1o pite yellow §0fution
Hpoipanng PavTROp O | Hipotpaenii PRCTBOD o1 Gectseriore | g CHCT R
VUCLBCTHO T & HBeTy HCTIOCO guoTa
P e | e e A BN =
CEPS relirements Fhe refention time of the sl peak in e
chromaogrim of the test solution should cortespond 1o
Pt ol the g incipal peak in (e chromatagrn of the
standard sulution of pariwetano|
Branepaaney Tpedanimy Bpema ynepmman OCHUBRONO Slgs 1y
KPOMATOr P HERBITYCacn PACTHOPG oo

2.8 md
102.8 ma

HA XPBOMUTOrDR AR

Ci!ﬁb"[i&."fflh{‘!m'fh Bl M HY YaePaRnBLHng OCHOBHOO EH 1

ETLp LoD ACTHOPG 18 TN

I s

From 3510 6.0
Or3s awan

o
MNat less than 100 m)
He steree 100 vy

Less than 2.5 per |oml

Menes 2,5 £9 ua | g

T
Notmore than 2.8 [ per 1wl of the solution

He Gotee 7.5 B3 | ya pacisona

Sterile
Crepungnaii

sz ]
Bacterial endotoxin
Baktepuasie
Y TORC )
Steridity
Crepunsbocrs
il |

Pasticnlate i
Mesmmacckne BRIGCH I
Visible

Bt

Invisthle

Hewmnmimne

P
Clasity

pogpauioe;y,
Culor

o,

——ee e ]

Absent

Oreyrersyign

Partcles » 1 e

The solution should b sterile
Pactuop aomwei Gy, ¢ R TRITHE

Particulase contaminition shoyl
nspection

Mexamvecne BRI ICHIS o
WIESYAIRE0M KonTpose

d be abisent by visual

Falknia E'}TU(‘_PT CTHsCs {FiH

- The particles » 19 ML average number of particles «

Abnormal toicily

AnoManLing HIECHYHOC T,

s

Crpanmnca 2 401 3

0 per vial NMT 6000 per vial
Particles = 28 iy - The panticles » 235 HIE average number of particles -
1 per vial NMT 600 per viaj
Maeriega = 10 MUKpO: * Hacenm = 1o MUKSOH. cpeses BOAMICCTIG: MacT g -
(LR Y B fotee G000 durakon
Yactimu » 25 MHEPOI Mt = 25 MEEPOH, CPeiee koMecTRo HACTHI -
B/ dmcon | e Soace 600D aagos
Keeps requirements Solution should ot exeeed the wirhidny of referenge
standurd |
 Bacpwusacr 1 OO Pucriop e women NPCBELTL Y @00 My e | o
Does nut exeeed the reference | The color of the solution should 1ot exceed the reference
standard Y, standard ¥,
He apearingagy Jteaon Y, Oxpacka PACTBOPA. e gomany UPCREIIAIL  akpacky
IMaaona Y,
Non-toxic 1 The solution should be non-o e
Herokemgii Pactsop somaen g b HOTRRCH ey




TEST
HCHBITA LY

RESULTS
PEIVILTATRE

STANDARDS
CTAHAAP TR

Reluted substances.

Poacrresnge

UpHyMei;

v ind
Paracetamat

Kommeereenine
CRRICYMaIEC
Ulapsucravona
Lontainerslosure
Aysten

YrasonK

Pabeling
Mapriponic

mzag\:'camliilyim“m
Yeaomy XpaneHix
Shelfliee
Cpok sommocti

o0 5,

000 %

(LRI

HI0,0 % re, 10.00 spdux

100.0 % Ve, 1600 mgml

-4~ uminopheno! - pot more than 0 5%
= Any other snidentified impurity - not more dhun 0.2 1,
- Tod tmpurity - not imore than 1 5 Ve

A asmodenon - e fosee L5
- Mhodan apyvras HCRACHTD P OsL s HPIMCCH -
Gotee (17 ®,

= Cyana eex npiisecedi — e fios

| 90.0 % 10 1T0.0 % of the labeled amount

e Wl - 1O mgiml

OF ML0% no 110D % oy HHBACHIEOCO ROIHNCCT 5.
e, or 9.0 0 PO serdan

Keeps lequirements

Cootnercinyey

Keeps requiremens

Caornereteyer

T [ as per iy

ALeRIPeraiure not excecd 3 *C.
| Hipa 1esencparype we w30 ¢,

L Tevaeparvpe e pringe Ll

As per ND, T -
B cooraeie e ¢ tpelomatmsn 11]]

B coorserernin ¢ TpeGonamam 1]

At emperature not exceed 10 i

2 years

2 o

The above smnple ol
Brtnieyxaanmi O

Crpasiiang 3 gy 3

s with tie preseribed standads uf g
U OTBOICT YeTaHe

fity.

CHEMM l“l".'a“,mq? Fam kameerun

L
cmww

1 X
QGUALITY CONTROL MANAGER
MEHEJUREP RO KONTPOO KAUECTRA




000 «lOHUK ®APMACBIOTUKAN NABOPATOPU3»

HOpuaudeckuii agpec:

Poceus, Mockea 127624, yn. Taeepckas, 4.18, kepayc 1, kab. 609
Teni/chake (495) 642-82-34, Ten. {4585) 842-82.35

MHH/KNN 7703550219/771001001 662 18 11

CI'PH 1057746834420

f[oa'mepx.:zxcnue COOTBCYCTBHS

RROJUMOTD NEKADPCTREHHOID TIpENapaTa Tpebonaniam,
YCTAHOBICHBLIM [TPH €T0 FOCYAAPETE eNHAT perneTpanuH

Re278or pg 04 2021

Cormacrio Moctanonnenus Mpasurenserea PO or 26.11.2019 Nel510 «O nopaske BBOAA B rpasAANCKH ofopor
NEKAPLTBEHHBIX I'[pel'lﬂp&TOB ANA MEAHUMHCKOr O MPHMEHEHE,

| Toprosoe HaumenoBanue

HOHMOJ®

| Mexaynapogroe enarenrosannos
| HaumMeHOBauHe (rpynuupoBcyHoe

| HAH XHMHYECKOS}

[Hapareramon

| Jlexapcinennas dopma

PacIBop And uHdy3uh

(Bee cramun MPOH3BOACTEA)

Jouposka 10 Mr/mn

DopMa BLUIYCKA pactsop mng uudrysuis 10 Mo/mn (drraxon) 100 Ma x 1 (na4ka kaproHHas)

Homep cepuu HP21044 |
Obem cepim 37803 ]
Hara meinycka 0272021

onen mo 01/2023 (31/01/2023)

HaumenoBanue 1 anpec Unique Pharmaceutical Laboratories (A division of J. B, Chemicals &
MPOH3BOIHTENA Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli, Mumbai 400
030, India

IOn1x Dapmackiotrkan JlaGoparopus (Orpenchue dupmet «Ix. B. Kemuxanc
sun Gapmacsiotakanc Jlny), Huana

Hunnam Cenvep, Kpsuto “B”, 4-#t Srax, Xuun Caltw Poyu, Bopan, MymBait
400 030, Huaus

Site address
Aflpec npoH3BOACTEEHHOM
TI0WANKA

Plot Ne, 4, Phase IV, G.1.D.C. Industrial Area, Panoli- 394 1 16, Dist. - Bharuch,
Indja.

VYuactox Ne 4, Qaza IV, M.JLK. HMunactpuan Apea, Manonu: 394 116, OKpYT -
Bxapyy, Haana

Homep i 1ata perucrpaunossoro
AOCTOBEpCHUA

JIT-000900 ot 18.102011 {xara 3amens PY 16.07.20] D

Houep HOpMAaTHEHOM OKYMeHTAIHN

JITT-000900 -190717, Change Nel dated 20.06.2019

JUT-000900 - 190717, Ham. Nel ot 20.06.2019

Haumeroranue u aapec aepxarens
PETHCTPALHOKHOTO YA0CTOBEPEHHS

|

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

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli, Mumbai 400
030, India

HOunk DapmackrorTixan Jaboparopus (Oroenesme dupMbl «/Ix. b, Kemuxanc
3K DapmacstoTarainc Jlt»), Mraus

Huwnam Cexrep, Kprino “B”, 4-i Srax, Xuna Caiikn Poya, Bopau, Mym6ai
400 030, Huama

‘_OTBCTCTEEHHOE Aune auctprbeioTopa 000 «HOnuk dapMackioTHKAY JlaGopargpu
cepTrdukatm, mpukas Ne9-O11 ot 10.08.2020 S

C yrakeHHewm,
Meuenmep mo ceprHhHKanHK

000 «10nuK ©apMackTHKAN JlaGoparopuan

:;)}.-QG{_J:‘H{;;{_QW ALA., MeHeaxep Mo

; Cmupuosa A.A,



