| JEKJIAPAIIUSI O COOTBETCTBUHA

| IEKJIAPAHT, IIPMHUMAIOUMI JEKJIAPALIMIO O COOTBETCTBUH
| 000 "IOHHK @APMACBIOTHKAJ JIABOPATOPH3"
|+ 3apezucmpuposano : Mexcpationnas uncnexyus ®edeparbhoii naro20oii ciyxcbot No 46 no 2. Mockee OI'PH
| 1057746834420 om 04.05.2005
- Adpec:127994, 2. Mockea, yn. Teepckasn, 0. 18, xopn. 1, kabunem 609. Tenepon.: 8(495)694-33-79,
| B nuye:I'enepansnoii oupexmop Candun Haca
Hosepennoe nuyo: Crmuproe K.I'
Hoeepennocms: Ne 90 om 12.07.2018e.

3ASIBJIAET, UTO
nekapcemesennoe cpedcmso: Tpasozpagh, pacmeop ona unvexyui 76% 20 ma , amnyne (3), mepmoxonmetinepor
| (1), nauku kapmonnwie, pez Ne IT N013931/02 om 17.06.2008(0ama 3amenwr 13.02.2017) epidano FOnux
! @apmacstomuran Jlabopamopus (Omodenenue ghupmor Joc b Kemuranc and @apmaceromuxanc JImd), cepus
' 1078049, napmus 3563 ynaxosok, zoden 0o 30.11.2023, npouzsodcmea IOnux @apmaceromuxan Jlabopamopus
| (Omoenenue Gupmer e, b Kemuxanc and Papmaceiomuranc Jimo), Huous, Unique Pharmaceutical
} Laboratories ( A Division of J.B. Chemicals & Pharmaceuticals Ltd.),Plot. Ne 4, Phase IV, G.I.D.C. Industrial
. Estate, Panoli: 394 116, Dist: Bharuch, India, koo OKI1/]2 21.20.23.112, koo TH B3/ 3006300000, xonmpaxm
Ne UPL/O0OQ/05-2017 om 30.11.2017, unsoiic Ne 90018363 om 18.01.2019

IT N013931/02-130217
JEKJAPALIMA ITIPHHATA HA OCHOBAHHH

| | npomoxon ucnoimanuti Ne 521/3 om 05.03.2019 HII 00O "Konmponsno-ananumuneckas 1abopamopus
|| PAPMAHAJIH3", ammecmam axkpeoumayuu POCC RU.0001.21PM12, Cepmugpuxam POCC
IN.®@M11.C81864 om 06.03.2019

‘ JATA ITPUHATASA TEKJTAPAIIMH 06.03.2019

COOTBETCTBYET TPEBOBAHHUAM
|

Cwmupaos K.I.
®.UH.0

"CBEJIEHUS O PETUCTPAIIIU

| OPTAH ITO CEPTU®HKALIMH, 3APETHCTPHPOBABII NN JEKJIAPALIHIO

| RA.RU.1I®MI1 OPIAH 110 CEPTHOHKALIHH ITPOAYKIJHH OBLUIECTBO C Ol PAHHYEHHOH

| OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mocksa, 1-viii Bazosckui
| npoesd, 0. 5, cmp. 1, adpec opeana no cepmucpuxayuu: 127282, 2. Mockea, yr. Yepmanckas, 9. 2, cmp. 7

i JEKJAPALIAST O COOTBETCTBHH 3APETMCTPHPOBAHA A POCC RU /I-IN.®M11.A.16804/19
| JIATA PETUCTPAIIMH 06.03.2019

11 i e e
| MIL /.
' i Slpomenko M.A.

| opzan no .7 mopmucs Pyxosomutens OC
cepmugpurayuu; i LTS




Product Name

UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHKAT JABOPATOPU3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(O1zenenve dgupms: «Jlx.b.Kesukanc 3un DQapmackiothkanc JIra.»)
Worli, Mumbai 400 030, [ndia - Bopau, Mym6aii 400 030, Unaus

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

QUALITY CONTROL DEPARTMENT
OTAE] KOHTPOJIA KAYECTBA

TRAZOGRAF ® Batch Ne 10728049
—_— Solution for injection 76% 20 ml Ne 5 Cepiin I
rla3BaHH
npenapata TPA3OIPA® ® . Report o 17FP19000044
Pactsop ans unvekwmii 76% 20 ma Ne 5 Orver Ne
Manufactured: 1272018
[Tpousseneno:
Valid to: 11/2023 Date 11.01.2019
lozew no: Hara
TESTS RESULTS ] STANDARDS
MTPOBBI PE3YV/ILTATEI i CTAHJAPTHI
Description Comply with requirements | Clear, colourless to pale yellow, slightly viscous
liquid, which may become crystallized at a room or
below room temperature.
Onucanue

Cooteerctayer Tpedosanusm

ITpo3pasnas, cnerka Bsaakas KHIKOCTE OT
BecuBETHOro A0 CBETNO-KeNToro ugeta. Mosxker
KPHCTA/TH30BATLCA IPH KOMHATHOG] Temneparype
H/TH TEMIIEPaTYPe HHkKE KOMHATHON

Identification of Amidotrizoic
acid

MoannkHoCTE
AMHIOTPH30EBOM KHCNOTSI

A. Keeps requirements

Bbiaepxusaer tpeGosanus

b. Keeps requirements
BbinepxkusaeT TpeGosanus

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.

OcroBHoe MATHO Ha XpoMaTtorpamme
HCMBITYEMOrO PACTBOPA MO/IKHO COOTBETCTBOBATS
OCHOBHOMY NATHY Ha XpOMaTorpaMMe
CTaHAapTHOro pacreopa no NMOIOAKEHHIO,
HHTEHCHBHOCTH NOTNCLWEHHA H BENTHYHHE

B. Violet vapours are evolved,
Homxns! Be1nENnsTECH BHONETOBSIE napel

Extractable volume
Hienexaemslit 06nem

20,5 ml
20,5 mn

Not less than labeled claim.
He menee obnema, yxkasaHHoro ua 3tvkerke

Bacterial Endotoxins
bakTepHanbHbe 3HA0TOKCHHbI

Less than 3.6 Endotoxin Units per ml
Mesnee 3,6 ED wa | ma

Not more than 3.6 Endotoxin Units per ml
He Gonee 3,6 ED wa | mn

AMMHHBI

pH 7.0 Between 6.0 to 7.7
H 7,0 07 6,0 10 7,7

Free Aromatic amine 0.012% Not more than 0.05 %

Csobonusle apoMaTHueckue 0,012 % He 6osee 0,05 %

Heavy metals Less than 0.002 % Not more than 0.002 %
Tamensie meTamin Menee 0,002 % He Gonee 0,002 %
Sterility Sterile The drug should be sterile
| CrepunsrocTs CrepuabHo [lpenapar nomkeH GbITs crepunbHBM
| Assay of Amidotrizoate 101.3% 95,0 % to 105,0 % of the labeled amount,
| Meglumine i.e 668.82 mg/ml i.e. 627,0 mg/ml - 693,0 mg/ml
Coaepxanue Mernymuua 101.3 95,0 % - 105,0 % oT koauuecTsa, YKa3aHHOTO Ha

[i“ HAOTpH30aTa

T.€. 668.82 Mr/mn

arukerke (ot 627,0 Mr/ma 10 693,0 Mr/mu)

THE ABOVE SAMPLE COMPLIES WITH THE PRESCRIBED STANDARDS OF QUALITY.
BbILUEYKAZAHHBIA OBPA3ELL OTBEYAET YCTAHOBIEHHBIM CTAHIAPTAM KAYECTBA

Russia

QUALITY COY 'T(MANAGER

Mznmxwﬂma\wonm KAYECTBA
P sl )




