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|| JEKJIAPAIIUA O COOTBETCTBUUA

| JEKJIAPAHT, MPHHUMAIOII NI JEKJIAPALIMIO O COOTBETCTBUH

{ 000 "FOHHK ®APMACEIOTHKAJI JIABOPATOPH3"

3apezucmpuposano : Mexcpaionnan uncnekyua Pedepanvrotl Haro2o6ou cayxicovt Ne 46 no 2. Mockee OI'PH
1057746834420 om 04.05.2005

Aodpec:127994, 2. Mockea, ya. Teepckan, 0. 18, xopn. 1, kabunem 609. Teaegpon: 8(495)694-33-79.

B auye:I'enepansuorii dupexmop Canoun Haca

Hoeepennoe nuyo: Cmupnos K.I'

Hoeepennocmy: Ne 90 om 12.07.2018e.

3ASIBJISIET, UTO

nexapcemeennoe cpedcmeo. Hpumon, pacmeop ons ungyyzuit 10 me/mn 100 ma, gaaxonwt (1), nauxu kapmounvie,
pez Ne JIIT-000900 om 18.10.2011 (dama 3amenwr 19.07.2017) evidano IOnux @apmaceromuxan Jlabopamopus
(Omoenenue gupmor [Joc. B. Kemuraic ano @apmacsiomuxanc Jima), cepua IIP8027, napmus 37303 ynakoeok,
200en do 30.11.2020, npouzgodcmsa FOnux @apmacsiomuran Jlabopamopus (Omoenenue gpupmu
Jloie. B. Kemuranc sno @apmacsromuxanc Jimad), Hnous, Unique Pharmaceutical Laboratories ( A Division of
J.B. Chemicals & Pharmaceuticals Ltd.), Plot No.4, Phase IV, G.I.D.C. Industrial Area, Panoli: 394 116, Dist:
| | Bharuch, India, ko0 OKITJ[2 21.20.10.232, koo TH B3/ 3004900002, koumparxm Ne UPL/QQO/05-2017 om
30.11.2017, unsoiic Ne 90018236 om 24.12.2018

COOTBETCTBYET TPEBOBAHHM

. JIIT 000900-190717

JEKJIAPAITUS [IPUHATA HA OCHOBAHHUH

npomoxoa ucneimanut Ne 260/3 om 07.02.2019 HJI OO0 "KonmponsHo-anarumuveckan rabopamopus
OAPMAHAJIH3", ammecmam axkpeoumayuu POCC RU.0001.21PM12, Cepmucpuram POCC
IN.®M11.C80615 om 07.02.2019

Cwmupnos K.I'.
®.H.0
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! OPTAH 10 CEPTU®UKAIIUH, 3BAPETHCTPUPOBABIIMHA TEKJIAPALIUIO

RA.RU.11®M11 OPTAH 10 CEPTHOUKALIHH ITPOLYKLHH OBL{ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTHBIO "®OPMAT KAYECTBA", adpec opzanuzayuu : 109428, 2. Mockea, 1-biil Bazosckuii
npoesd, 0. 5, cmp. 1, adpec opzana no cepmugpuxayuu: 127282, 2. Mocxea, ya. Yepmanckas, 0. 2, cmp. 7

| IEKJIAPALTUSI O COOTBETCTBUH 3APETHCTPHPOBAHA N POCC RU J-IN.@M11.A.13931/19
JATA PETHUCTPALINH 07.02.2019
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UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTUKAJI IABOPATOPU3

(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Oraenenne dupmel «/Ix. b, Kemuxanc 3ua ©@apMackioTHKaRC Jtan)
Bopak, Mym6ati 400 030, Hrams - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAEJ KOHTPOJIA KAYECTBA
Name of the Product IFIMOL® 100 ml bottle Batch 1IP8027
(Solution for infusion 10 mg/ml ) Cepus
Ha3ssauue npenapara HUOUMOI® dpaaxon 100 mn
(pactrop ans uuGy3ui 10 Mr/ma)

Manufactured 12/2018 Report Ne 17FP18003182

Ipon3seneHo Otuer Ne

Valid to 11/2020 Date 20.12.2018

I"ozieH 110 [ara

TEST RESULTS STANDARDS
HCIBITAHHA PE3YJIbTATBI CTAH/JAPTBI

Description Comply with requirements A clear colourless to pale yellow solution.

Onucanue CooteercTayeT TpeOOBaAHMAM [Mpospaynsi¥ pactBOp OT OecuBeTHOro 10
CBETHO-XEJTOro LBeTa

Identification Keeps requirements The retention time of the principal peak in the
chromatogram of the test solution should
correspond to that of the principal peak in the
chromatogram of the standard solution of
paracetamol

[ToTHHHOCTE BsraepxusaeT TpeboBaHMs Bpems yIepXHBaHHA OCHOBHOTO [HKA Ha
XpOMATOIPaMMe HCIIBITYEMOr0 PaCTBOPa JAOMKHO
COOTBETCTBOBATH BPEMEHH YIePKHBAHHA
OCHOBHOFO MTHKa HA XPOMATOTPaMMe
CTAHIaPTHOIO PacTBOpa fapaleTamoa

pH | From 3,5 to 6.0

pH Ot 3,5 n0 6,0

Extractable volume 102.5 ml Not less than 100 ml

Hsenekaemblit 00beM 102,5 mn He menee 100 Ma

Bacterial endotoxin

baxTepHanbHBI€ JHAOTOKCHHbI

Less than 2.5 EU per 1 ml

Menee 2,5 ED Ha | Mt

Not more than 2.5 EU per 1 ml

He Gonee 2,5 ED Ha | Mn

Sterility
CTepHIbHOCTD

Sterile
CrepwibHbIH

The solution should be sterile
PacTBop f0mKeH ObITE CTEPHITBHBIM

Particulate matter

MexaHH4YeCKHe BKITIOYEHHA

Particles = 10 pm:
7 per container
Particles > 25 pm:
0 per container
YacTuisl 2 10 MHKPOH:!

7 / ¢nakon yactuu - ue Gonee 6000/ drakon
YacTHUbl = 25 MHKPOH: - YacTHupl > 25 MHUKPOH: Cpe/iHee KOJHYECTBO
0 / pnakou vactuu - He Gonee 600/dnakon

- The particles > 10 pm: average number of
particles - NMT 6000 per container

- The particles = 25 um: average number of
particles - NMT 600 per container

- Yacruuel 2 10 MHKpOH: CpelHEe KOJNHYECTBO

Assay of Paracetamol:

KoanuecTBeHHOE cOnepKaHHe

[Mapaueramona:

99.9 % i.. 9.99 mg/ml

99,9 % T.e. 9,99 Mr/mn

90.0 % to 110.0 % of the labeled amount
i.e.9.0-11.0 mg/ml

or 90,0% no 110,0 % oT KonH4ecTBa,
yKa3zaHHOro Ha 3THKeTke, T.e. or 9.0 1o
11.0 Mr/mn

The above sample complies with the prescribed standards of quality.
BeiieyKkasaHKbiH 06pasell OTBEYACT YCTAHOB/ICHHBIM CTAHAAPTAM Ka4ecTa.
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QUALITY CONTROL MANAGER
MEHE/KEP 110 KOHTPOSIO KAYECTBA
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