AEKJIAPALIMS O COOTBETCTBUM

I AEKJIAPAHT, NPHHUMAIOUIMHA JAEKJIAPAITHIO O COOTBETCTBUH
|1 Q00 "IOHHK ®APMACKIOTHKAT JIABEOPATOPH3"
| 3apezucmpuposano Mesicpaiionnas uncnexyus Pedepanvioti nanozoeot cayucou Ne 46 no 2. Mockge OI'PH
| 1057746834420 om 04.05.2005
- Adpec: 127994, 2. Mockea, ya. Teepekas, 0. 18, xopn. 1, xabunem 609, Texeqhon: 8(493)694-33-79.
B huye:enepanvumi oupexmop Candun Haca
Hosepennoe auyo. Crtupnos K.I"
' Hosepennocmy: Ne 90 om 12.07.20182

3ASIBJBIET, UTO
| nexkapemeennoe cpedemao: Tpasozpag, pacmeop 013 unveryul 76% 20 ma , amnyan 5, MepMOKOHmetine ol
| (1), nauku kapmounvie, pez Ne [I NOI3931/02 om 17.06.2008 (dama zamenm 13.02.201 7) évidano FOnux
i Dapmaceromuxan Jladopamopuz (Omoerenue upmer Ine. B, Kesurxase auo Papmacsiomuxanc JImo), cepus
- 10Z9003, napmus 3683 ynaxosox, 200en do 31, 12.2023, npouseoocmea FOnux Papmacsiomuxan Jlabopamopuz
~ (Omdenenue Gupsor Jine. 5. Kenurare on0 Papmacsiomuxanc Jimd), Huous, Unique Pharmaceutical
| Laboratories ( A Division of J.B. Chemicals & Pharmaceuticals Ltd), Plot. Ne 4, Phase IV G.ID.C. Industrial
| | Estate, Panoli: 394 116, Dist.: Bharuch, India, koo OKIIJI2 21.20.23.112, koo TH B3 3006300000, Konmpaxm
| | M UPL/OOO/05-2017 om 30.11.20) 7, uncotic No 90018458 om 04.02.2019

E ' COOTBETCTBYET TPEBOBAHMSIM
| | IN013931/02-130217
- AEKJIAPALIHSE TTPHHSITA HA OCHOBAHMHU

|
‘ | pomokon uchoimanui Ne 689/3 om 22.03.2019 HJT 000 "Konmponeno-ananumuyecran aabopamopus
| EG)APMAHAJ}'HS"’, ammecmam axkpedumayuu POCC RU.0001.2]1 OM]2, Cepmucpuxam POCC

| [IN.®MI1.C82589 om 22.03.2019

LEMH TEKJTAPALLHH 25.03.2019
| AEKJAPATHI ~ﬁﬁﬁ{:ffm<TEHLliA 0 31.12.2023

e
TN D A
%

CmupHoB KL
D.H.0

MOAMHCE

— -_—

CBEJEHUSI O PECHCTPALIH

| OPTAH IO CEPTH®HUKAI[UH, 3APETHCTPHPOBABIL M AEKJIAPAIIUIO

| RARU. 11OMI] OPIAH ITO CEPTHOHKALIHH ITPOYKLIHH OBINECTBO C OIPAHHYEHHO

I OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opzanuzayuu : 109428, 2. Mockea, I1-wiii Bazosckuii
i npoeso, 0. 3, emp. 1, adpec opeana no cepmuchurayuu: 127282, 2. Mocxaa, ya. Yepmsanckas, 0. 2, cmp. 7
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UNIQUE PHARMACEUTICAL LABORATORIES
FOHHK ®APMACBHOTHKA JABOPATOPH3

(A division of «J. B. Chemicals & Pharmaceuticals Ltd. »)

(OrzencHue dupmel «/Ix.b. Kemuxanc 3y

1 @apmackrotixanc Jita,»)

Worli, Mumbai 400 030, India - Bopau, Mym6ait 400 030, Muaus

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

QUALITY CONTROL DEPARTMENT
OT/IEJI KOHTPOJISl KAYECTBA

Product Name TRAZOGRAF ®

Batch Ne 1029003

— Solution for injection 76% 20 ml Ne § Copn e
npenapara TPA3OTPA® ® ReportNe  17FP19000277
PactBop nuts uunekumii 76% 20 ma Ne 5 Otyer Ne
Manufactured: 01/2019
[Tpouaseaeso:
Valid to: 12/2023 Date 01.02.2019
TozeH no: llara
TESTS RESULTS STANDARDS
[1POBbI PE3YJILTATBI CTAHJAPTHI
Description Comply with requirements Clear, colourless to pale yellow, slightly viscous
liquid, which may become crystallized at a room or
below room temperature.
Onucanne CooTseTcTBYeET TpefoBat M [Tpospaunas, crera ss3kas xuakocTs o1
BecuseTHOro 10 cBeTnO-keaTOro 1BEeTA, Moer
KPHCTALTHIOBATLCA 1IPH KOMHATHON TeMIlepatype
HIH TEMNEPATYPE HHXE KOMHATHOI
Identification of Amidotrizoic A. Keeps requirements A. The principal spot in the chromatogram of
acid Sample solution should correspond to the
[ToaaunHocTs

AMHKIOTPHIOEBOH KHCAOTHI

Boiaepxkusaer tpeGosatus

B. Keeps requirements
Boutepxkusaer tpeGosarins

principal spot in the chromatogram of Reference |
solution with respect to position, absorption |
intensity and size.

OcHOBHOE NATHO Ha XpomaTtorpaMmme
HCOBITYEMOTO PacTBOpa I0AKHO COOTBETCTBOBATD
OCHOBHOMY NATHY Ha XPOMaTOFpEMME
CTaHAAPTHOrO PACTBOPA M0 [ONOKEHH IO,
HHTCHCHBHOCTH IOTIOILEHHA H BEIHYHHE

b. Violet vapours are evolved,
Homanbl BEIACHATECS pHOMETOBNIE napei

Extractable volume 20,5 m! Not less than labeled claim.

Uasiiekaemuiii o6bem 20,5 mn He mernee o6nema, yxasanioro ka stikerke

Bacterial Endotoxins Less than 3.6 Endotoxin Units per ml Not more than 3.6 Endotoxin Units per mi

bakTepHanbHble 3HT0TOKCHHBI Menee 3,6 ED ual mn He Gonee 3,6 ED wa | ma

pH 7.0 Between 6.0 to 7.7

H 7,0 016,0807,7

Free Aromatic amine 0.013% Not more than 0.05 %

CsoBoHble apoMatHueckue 0,013 % He Gonee 0,05 %

AMHHBI

Heavy metals Less than 0.002 % Not more than 0.002 %

Taxennie MeTaqsl Menee 0,002 % He 6onee 0,002 %

Sterility Sterile The drug should be sterile

Crepuasnocts Crepuisio [Mpenapar somxken GuiTs CTEPHIbHBIM

Assay of Amidotrizoate 101.0% 95,0 % 10 105,0 % of the labeled amount,

Meglumine i.e 666.53 mg/ml Le. 627,0 mg/ml - 693,0 mg/ml

Conepxanme Mermymuna 101.0 % 95,0 % - 105,0 % oT xkonmusccTea, YK&33HHOIO Ha
brwwmm T.¢. 666.53 Mr/mn aTHKeTke (o1 627,0 Mr/Ma 20 693,0 mr/ma) ‘

THE ABOVE SAMPLE COMPLIES WITH THE PRESCRIBED STANDARDS OF QUALITY,
BBIIUEYKA3AHHBIA OBPA3ELL OTBEHAET YCTAHOB/IEHHBIM CTAHIAPTAM KAYECTBA

Russia

QUAL&CO}J%L/MANAGER

MEHEIXEP 1O H THO KAYECTBA




