JIEKJIAPA[[H}I O COOTBETCTBUH

| | TEKJAPAHT, IPUHHMAIOUMHA JIEKJAPALIMIO O COOTBETCTBHH
| 000 "TOHHK ®APMACBIOTHKAII TAEOPATOPHS3"
3apezucmpuposano : Mexcpaiionnan uncnexyun Dedepanshoti naroz06oii caynctor Ne 46 no 2. Mocxee OFPH
1057746834420 om 04.05.2005
Aopec:127994, 2. Mockea, yn. Teepexan, 6. 18, xopn. 1, kabunem 609. Terepon: 8(495)694-33-79.
B nuye:I'enepanvuerit dupexmop Candun Haca
| Hosepennoe nuyo: Cmuproe K.I'.
Hosepennocmu: Ne 90 om 12.07.2018e.

|
|
| | 3ASIBJISIET, YTO
| nexapcmeentoe cpedcmeo: Tpazozpad, pacmeop ons unvexyuit 76% 20 mn , avnyne (5], mepmokonmeiinepol
(1), nawku kapmornwl, pe2 No [T NO13931/02 om 17.06.2008 (dama samenw 13.02.2017) évidarno FOnux
@apmaceromuxan Jlabopamopus (Omoenenue gupmei Ao b. Kemuxanc snd dapmacviomuraic JImd), cepus
| 1029022, napmus 3651 ynaxoeox, 200en 0o 31.03.2024, npoussodcmea FOnux Papmacsiomuxan Jlabopamopuz
‘ (Omdenenue gupmer [ B Kemuranc snd Qapmacviomuxane Jimo), Huous, Unique Pharmaceutical
‘ Laboratories ( A Division of J.B. Chemicals & Pharmaceuticals Ltd.), Plot. Ne 4, Phase IV, G.1.D.C. Industrial
| | Estate, Panoli: 394 116, Dist: Bharuch, India, xod OKII2 21.20.23.112, koo TH B3/ 3006300000, Konmpaxkm
Ne UPL/O0O/05-2017 om 30.11.2017, unsoiic Ne 90018966 om 20.05.2019

COOTBETCTBYET TPEEOBAHUSIM
| IT1N013931/02-130217
- JIEKJIAPAITUSI IPHHSITA HA OCHOBAHUHM

| npomokon uchuimanui Ne 1687/3 om 04.07.2019 HIT OO0 "Koumponero-anarumuveckas nabopamopus
| PAPMAHAJIH3", ammecmam axxpedumayuu POCC RU.0001.21 ®MI12, Cepmugpuxam POCC
‘ IN.OMI1.C87439 om 04.07.2019

 JIATA [IPUHSTUS AEKJAPALLAH 04.07.2019
JEKJIAPARMSE AEACTBHUTENBHA J10 31.03.2024

Cwmupos K.I.
O.1.0

“CBEJIEHHS O PETUCTPALIMH

OPI'AH IO CEPTH®UKAIIHH, 3SAPETUCTPUPOBABIIAH JEKJIAPAIIHIO

RA.RU.11®M1I OPI'AH 10 CEPTHOHKALIHH TPOAVKIIHH OBLU[ECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTBIO "POPMAT KAYECTBA", adpec opzanuzayuu : 109428, 2. Mockea, |-viti Bazosckuii
npoeso, 0. 5, cmp. 1, adpec opzana no cepmupurayuu: 127282, 2. Mockea, yn. Yepmanckas, 0. 2, cmp. 7

i JEKJIAPALIAA O COOTBETCTBUH 3APETHCTPHPOBAHA N POCC RU J-IN.®M11.4.29962/19

Hpou:emco M.A.

MOANKCH | PyxoBoauTens 1 OC




UNIQUE PHARMACEUTICAL LABORATORIES

KHHK PAPMACBHOTHKAJL JABOPATOPU3
{A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Otnenenne Gupmnr «/Ix.b.Kemuxanc aua Qapmacsrorusxaic Jira »)
Worli, Mumbai 400 030, India - Bopnu, MymGaii 400 030, Munus

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

QUALITY CONTROL DEPARTMENT
OTIEJI KOHTPOJISL KAYECTBA

Product Name TRAZOGRAF ® Batch Ne 1029022
—_— Solution for injection 76% 20 ml Ne 5 Cepus Mo
a3BaHHe
npenapara TPA3OTPA® ® . ; Report Ne 17FP19001372
PacTBop 115 HHbeKLMi 76% 20 ma Ne 5 Oruer No
Manufactured: 04/2019
IMpousseneHo:
Valid to: 03/2024 Date 16.05.2019
Tonew zo: Hara
TESTS RESULTS STANDARDS
IIPOBBI PE3VJIBTATBI CTAHJAPTBI
Description Comply with requirements Clear, colourless to pale yellow, slightly viscous
liquid, which may become crystallized at a room or
below room temperature.
Onucanue [Tpo3payHas, cnerka BA3Kas KHIKOCTb OT

CooteeTcrByeT TpefoBanHAM

GecuBeTHOro 10 CBET/O-XkerToro usera, Moxer
KPHCTAILTH3IOBATBCA TIPH KOMHATHOH TeMmeparype
WIH TeMlepaType HHyKe KOMHaTHOH

Identification of Amidotrizoic
acid

[lognuHHOCTB
AMMIOTPH30EBOH KHCIOTHI

A. Keeps requirements

Brinepusaer tpeGosannus

B. Keeps requirements

A. The principal spot in the chromatogram of
Sample solution should correspond to the
principal spot in the chromatogram of Reference
solution with respect to position, absorption
intensity and size.

OCHOBHOE NATHO Ha XPOMaTOTpaMme
HCIBITYEMOrO pacTBOPa MOJIAKHO COOTBETCTBOBATE
OCHOBHOMY MATHY Ha XpOMaTOrpaMme
CTAHAPTHOrO PacTBOPA M0 MNOJOKEHHIO,
HHTCHCHBHOCTH MOTJIOILLIEHHUS U BEJIHYHHE

B. Violet vapours are evolved.

Boiep:xuBaeT TpeboBanus JIO/KHBI BBLIEATECA DHOIETOBBIE NApEI
Extractable volume 20,5 ml Not less than labeled claim.
H3snekaemslii 06bem 20,5 mn He meHee ofbema, ykazaHHOro Ha 3THKeTKe

Bacterial Endotoxins
Ealﬂ‘epﬂa.l'[bﬂblc JHOOTOKCHHBI

Less than 3.6 Endotoxin Units per ml
Mesee 3,6 ED wa | Mn

Not more than 3.6 Endotoxin Units per ml
He Gonee 3,6 ED wa 1l ma

pH Tl Between 6.0 to 7.7

H 7 016,010 7,7
Free Aromatic amine 0.010 % Not more than 0.05 %
CofoHble apomaTHyeckue 0,010 % He 6Gonee 0,05 %
AMHHEI
Heavy metals Less than 0.002 % Not more than 0.002 %
Tsxenbie METaLIbE Menee 0,002 % He Gonee 0,002 %
Sterility Sterile The drug should be sterile
CrepHnbHOCTE Crepuibto Ipenapat Ao/mKeH GbITH CTEPHIBHBIM
Assay of Amidotrizoate 100.8 % 95,0 % to 105,0 % of the labeled amount,
Meglumine i.e 665.56 mg/ml i.e. 627,0 mg/ml - 693,0 mg/ml
Conepxanne Mertymuna 100.8 % 95,0 % - 105,0 % ot KoauuecTBa, ykazaHHOro Ha
AMWIOTpH30ATE T.e. 665.56 Mr/ma

otuketke (0T 627,0 Mr/mn 10 693,0 Mr/mo)

Russia

THE ABOVE SAMPLE COMPLIES WITH THE PRESCRIBED STANDARDS OF QUALITY.
BhLILEYKAIAHHBIA OEPA3EL] OTBEYAET YCTAHOBJIEHHBIM CTAHIAPTAM KAYECTBA

ey

QUALITY CONTROL MANAGER

MEHE/DKEP IO KOHTPOJTKO KAYECTBA

e




