CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HaumenoBaHue npenapara

Batch no./ Homep cepuu

Amount of product per batch /
Pa3mvep cepun

Date of Control / laTta anain3a

Manufacturing date / laTta
NPOH3BOACTBA

Expiry date /IaTa oxoH4aHusi
CpoOKa roHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE®, anoduausar 1Jisi HPHroTOBJIEHHs] PacTBOpPa 11

HHbeKnHii, 20 Mr
21M21981A

39.958,000

02.2022
12.2021

11.2024

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS/
PE3YJBbTATHI

Appearance / Onucanne

Yellow with greenish tint lyophilized powder. /
JIvoum3npoBaHHBIA MOPOIIOK  JKENTOro ¢
3€JIEHOBAThIM OTTEHKOM IIBETA.

Complies / CooTBeTCTBYET

Identification / IToaJiMmHHOCTD

Tenoxicam by HPLC /
Tenoxcuxam (B3KX)

The retention time of tenoxicam peak in the
chromatogram of test solution should correspond
to the retention time of tenoxicam peak in the
chromatogram of standard solution (see “Related
substances”, determination of single impurities
and total impurities (254 nm)). / Bpemsa
yIepKUBaHWs  THKAa  TEHOKCMKaMa  Ha
XpoOMarorpaMMe  HCIBITYyEMOIO  pacTBOpa
JOJDKHO COOTBETCTBOBATH BpEMEeHHI
yIOepKUBaHMs ~ THKAa  TEHOKCMKamMa  Ha
XpoMaTorpaMMe CTaHOapTHOTO pacTBopa (CM.
«PozcTBeHHBIE TpUMeCH», oTpeieieHAe
€IMHMYHBIX TpUMecell M CyMMblI IpuMecei
(254 HM)).

Complies / CooTBeTCTBYET

Tenoxicam by UV-
spectrophotometry / Tenoxkcuxkam
(Yo-

cnekmpogomomempuyeckuil)

UV absorption spectrum of the test solution
prepared for the Assay in the range from 230 nm
to 400 nm should have maxima at wavelengths of
257 £ 2 nm, 285 + 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam” test). / Y®-crekTp
MOTJIOIIEHNUA UCTIBITYEMOTO pacTBopa,
[PUTOTOBIEHHOTO  JUIA KOJIMYECTBEHHOTO
onpenenenus, B oonacta ot 230 HM 1o 400 HM
JOJDKEH HMMETh MaKCHMMYMBI TIPH JUIMHAX BOJH
257 + 2HmM, 285 + 2uM u 368 = 2 HM (oM.
«KonMiecTBEHHOE oTpefie/ieHHe TEHOKCHKaMay ).

Complies / CooTBeTCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

RESULTS/
TESTS / TOKA3ATEJIN SPECIFICATIONS / HOPMbI PE3Y IBTATHI
Sodium metabisulfite / The retention time of Sodium metabisulfite peak

Hampusa memabucynvpum

obtained in the chromatogram of the test solution
corresponds to that of Sodium metabisulfite peak
obtained in the chromatogram of the standard
solution, as proceeded in the “Assay of Sodium
metabisulfite” test. / BpeMs ynepxuBaHus NuKa
HaTpusi MeTabucynbHTa Ha XpOMATOrpamMme
HCIIBITYEMOTO pacTBopa TIOJKHO
COOTBETCTBOBAaTh BPEMEHH YJIEPKHUBaHMS INHKa
HaTpusi MeTabucynbHTa Ha XpOMaTorpamMme
cTaHmapTHOrO pactBopa (cM. «KonuuecTBeHHOE
ompeieieHre HaTpus MeTabucybduray).

Complies / CooTBeTCTBYET

Dissolving time / Bpemst
pacTBopeHus

Not more than 60 seconds. / He 6Gonee 60
CEKyHII.

14 sec / 14 cex

Appearance of Reconstituted
solution / Onucanmne
BOCCTAHOBJICHHOI'0 PacTBOpa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / [Ipenapat

TIOJDKEH PacTBOPATHCA MOJTHOCTBIO ¢ | Complies / CoOTBETCTByET
OTCYTCTBMEM HEPAacTBOPDSHHBIX 4dacTl, 0Oe3
BUIUMBIX MEXAHHYECKHX BKIIIOUeHHH. PactBOp
JIOJDKEH OBITh TIPO3PaYHBIM.
Solution clarity / The product solution should be clear. / Pactsop .
Complies / CooTBETCTBYET

IMpo3paunocTs pacTBOpa

npenapara J0JDKeH OBITh IIPO3payHbIM.

Solution Color /
I[BeTHOCTH pacTBOpPa

The product solution should not be more
intensively colored than the reference solution
GY . / CTreneHb OKpacky pacTBOpa Ipenapara He
JIOJDKHA TIpeBBIIATh 3TaloH GY1.

Complies / CooTBeTCTBYET

pH 7.5 t0 10.0. /0t 7,5 no 10,0. 9.1
Particulate matter / Mexann4eckue BKJIIOYEHHSI
Visible particles / Should be absent/ JIomxHBI OTCYTCTBOBATh Absent /OTCyTCTBYIOT
Buoumwre yacmuywi
Subvisible particles /
Heesuoumvie wacmuyor
>10 um particles/ Not more than 6000/vial; / 21/ vial
Yacruw pasmepoM > 10 MKM He 6onee 6000 Ha dakoH; 21/ ¢paxon
>25 um particles/ Not more than 600/vial. / 0/ vial
Yactun pasmMepoM > 25 MKM He 6onee 600 Ha ¢uakoH. 0/ pnaxon
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

TESTS / IOKA3ATEJH |

SPECIFICATIONS / HOPMBI

| RESULTS/PE3YJbTATHI

Related substances / PoacTBeHHbIe TpHMeCH

2-aminopyridine /
2-aMHHOTIUPUAVH
Individual unidentified impurity /

Enuanynas
HeuaeHTHHUIMPOBaHHAS TIPIMECH

Total impurities /
CymMma npumeceit

Not more than 0.5 %; / He 6omnee 0,5 %;

Not more than 0.5 %; / He 6omee 0,5 %;

‘Not more than 1.0 %. / He 6omnee 1,0 %.

Below LOQ (LOQ =0.05 %) /
Hwxe npenena KOJIMYECTBEHHOTO
omnpenenenus (ITKO = 0.05 %)

Below LOQ (LOQ = 0.05 %) /
Hmxe mpenena KOMAYECTBEHHOTO
omnpexenenus (ITKO = 0.05 %)
Below LOQ (LOQ = 0.05 %) /
Hwxe mpenena KOIUUECTBEHHOTO
omnpexenenus (ITKO = 0.05 %)

Uniformity of dosage units / The Acceptance value (AV) should be not AV=0.9 (n=10)
OaHOPOIHOCTDH [103HPOBAHHS more than 15.0. /  Iloxazarens

mpaemieMoctd (AV) noimkeH OBITB He

6omee 15,0.
Water /Bona Not more than 3.0 %. / He 6onee 3,0 %. 1.3%

Bacterial endotoxins /
BakrepuaJjbHble JHI0TOKCHHDI

Not more than 1 EU/mg of tenoxicam. /
He 6omnee 1 ED/Mr TeHOKCHKaMa.

<0.128 EU/mg /
<0.128 EB/ Mr

Sterility /CtepnabHocTh

Should be sterile. / [omkeH ObITh

Sterile / CrepuineH
CTEPUIIBHBIM.
Assay / KosimyecTBeHHOE OmpeeieHue

Tenoxicam / Tenokcukam 90.0% to 110.0% of CisHiiN3O4S;
(tenoxicam) of label claim. / Ot 90,0 % mo 1003 %
110,0% CisHiN3;O4S; (TeHOKCHKaM) OT e
HOMUHAJIBHOTO COZIEPKaHUs.

Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite

Hampusa memabucynrvgpum of the label claim. / Ot 85,0 % mo 110,0 % 95.8 %

HaTpys MeTabucyb(puTa OT HOMUHATEHOTO
COIepKaHUS.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / TOKA3ATEJIHA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI
Package / YnakoBka Primary package Primary package

20 mg of the tenoxicam in a colorless
glass vial type 1 stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
IlepBU4Has ynakoBKa

ITo 20 Mr TeHOKcHKama BO (IakoH H3

OECIBETHOTO crekia THII I,
YKYTIOPEHHBII npo6xoii u3
OpoMOYTHIOBOM  pe3wHbl,  00XaTOMH

AJIFOMHHHECBBIM KOJIMA4YKOM C KOHTPOJIEM
TMEPBOro BCKPBITHA W IUIACTHKOBBIM

20 mg of the tenoxicam in a colorless
glass vial type I stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
IlepBuuHas ynakoBka

ITo 20 Mr TeHOkcHKaMa BO (IakoH M3

0O€eCLIBETHOTO crekia THIT I,
YKYTIOpEHHBIN npoOKoit u3
OpoMOYTWIIOBOIf  pe3uHBI,  00Xaroii

AJIIOMHMHHUECBBIM KOJIITAYKOM C KOHTPOJIEM
IEPBOTO BCKPBITUA U  IUIACTUKOBBIM

IACKOM HOBEpPX ATIOMUHHEBOTO | IHCKOM HOBEPX TFOMHHHEBOTO
KOJITavKa. KOJITIayKa.
Shelf-life/ Cpok rognoctu 3 years. / 3 roza.
KIT / KOMILUIEKT
TESTS / IOKA3ZATEJHA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATDI

Kit package / YnaxoBka
KOMILIEKTA

Secondary package

1 vial with the medical product and 1
ampoule with the solvent in a polyvinyl
chloride cassette.

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassette.

1 cassette with the patient information
leaflet in a carton pack. /

BropuuHas ynmakoBka

ITo 1 ¢makony c mnpemapatoMm u 1
amIysie ¢ PacTBOPHTENEM IOMEILAOT B
KacCeTy U3 MOJMMBUHWIXJIOPUIA.

ITo 3 ¢makoHa c¢ mpemapatoM u 3
aMITyJIbl ¢ PACTBOPHTENIEM MOMEIIAIOT B
KacceTy M3 MOJMBUHIIXJIOPALA.

1 xaccery BMecTe ¢ HHCTpyKLHMEH mO
TPUMEHEHNI0 TMOMENIAT B TNAuKy

KapTOHHYIO.

Secondary package

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack. /

BropuuHas ynakoBka

ITo 3 ¢mnakona c¢ mnpemaparoM u 3
aMITyJIbl C PACTBOPUTENIEM IIOMELIAIOT B
KacceTy W3 NOJMUBHHWIXJIOpHAa. |1
KacceTy BMecTe C UWHCTpyKLueill 1o
MPUMEHEHHI0 TOMEMIAIOT B IA4Ky

KapTOHHYIO.

Labeling/ MapkupoBka

According to the ND. / B cooTBeTcTBUM
C HOPMaTHUBHO# JOKyMEHTaLMeH.

Complies as prescribed / CooTBETCTBYET
TpeGOBaHUAM
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Kit storage /
XpaHeHHe KOMILJIEKTA

For configuration with 1 filled vial and 1 ampoule with a solvent in a cassette:

In the original packaging (a vial with medical product and an ampoule with solvent
in the carton), at temperature below 25 °C. /

Jlnst ynakoBKH 110 1 (akoHy ¢ pemapaToM 1 1 ammyse ¢ paCTBOPUTENIEM B
Kaccere:

B opurnHansHO# yrakoBke ((iakoH ¢ IpenapaTtoM M aMITyjia ¢ paCTBOPUTEIIEM B
navke) mpu Temrepatype He Bpmie 25 °C.

For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

In the original packaging (3 vials with medical product and 3 ampoules with solvent
in the carton), at temperature below 25 °C. /

J1is VIIaKOBKH 10 3 (NIaKOHA C IpEerapaToM M 3 aMrviibl C paCTBOPUTENIEM B
KacceTe:

B opuruHanbHO# yrakoBke ((prnakoHBl ¢ IPENapaToM U aMITyJibl C PACTBOPHTENEM B
nayke) rpH TeMmeparype He Bpiue 25 °C.

Kit shelf life /
CpOoK roqHoCTH KOMILJIEKTa

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roma. Cpok roqHOCTH KOMILIEKTa OIPENEIAETCS CPOKOM TOTHOCTH
JIEKAPCTBEHHOTO TIpenapara Ui MeIUILMHCKOTO NPHMEHEHH)S.

Assessment: / 3aKroYeHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cOOTBETCTBYET TpeGOBaHUAM HOpMaTHBHOTO JoKyMeHTa JIC-000295-160721.

Melaes “1&)%&;
@,

QL.
GENSEDII 2438
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KSGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HanmeHoBaHue npenapaTta Bona aas unbexumii (pacTBopHTEIIb)
Batch no./ Homep cepun 12D4
Amount of product per batch / Pazmep 91633
cepun
Date of Control / JaTa ananu3a 02/2022
Manufacturing date / [laTta npon3BoacTsa 04/2021
Expiry date /IaTa okoH4aHuS cpoKa 03/2026
rOAHOCTH
Water for injections (solvent) / Boga nJist uHbeKLMii (PacTBOPHTEJIb)
TESTS / IOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATHI
Description /Onucanne Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET
IIpo3paynas GecBETHAS KHIKOCTE O3
3amaxa.
Particulate matter / MexaHn4yeckHne BKJIIOYeHHs
Visible particles / Should be absent. / JIoyKHBI OTCYTCTBOBATb. Absent / OTCYyTCTBYIOT
Buoumvie yvacmuywr
Sub visible particles /
Hesuoumvre yacmuywl
>10 um particles / Not more than 6000 particles per ampoule; / 56
gactul pasmepoM > 10 mxM | He 6onee 6000 Ha ammyy;
>25 um particles / Not more than 600 particles per ampoule. / 1
yacTul| pazmepoM > 25 mxM | He Gonee 600 Ha aMmyity.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTByET
KucaorHocTh H meJ09HOCTH HcmbiTyeMslit 00pasert TOJDKEeH BhIIECPKHUBATh
VICTIbITaHHE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTCTBYET
BoccranaBanBalomue HcneiTyeMslit 0Opasel 10MKEH BbIIEPKABATh
BelllecTBa HCTIBITaHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET
Yraepoaa auoxcua / He nomxHO OBITh IOMYTHEHUS B TE€UEHUE
1 gaca.
Chlorides/ Xnopuabi Not more than 0.5 ppm. / He 6onee 0,5 ppm. <0.5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

Hutpathl 1 HHTPHTBI

He 6onee 0,00002 % (0,2 ppm).

Sulphates / Cyabdatbi

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee 1 yaca He TOIKHO
HAOJIIOIATHCS TIOMY THEHHE.

Complies / CooTBeTCTBYET
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&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIN3A

TESTS / TIOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJBTATHI
Ammonium / AMMoH#nii Not more than 0.6 ppm. / He 6onee 0,6 ppm. <0.6 ppm
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTCTBYET

KaJuabumii 1 Maramii

violet hue). / JTokHO HaOIFOAATHCS YHCTO
cuHee okpammBanue (6e3 ¢roaeToBoro
OTTEHKa).

Heavy metals/ Tsixenblie Not more than 0.00001 % (0.1 ppm). / <0.00001 % (<0.1 ppm)

MeTAJLIbI He 6omee 0,00001 % (0,1 ppm).

Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %

Cyxoii ocTaTok

Conductivity / Not more than 25 pS/cm. / 3 uS/em./

JIeKTPONPOBOXHOCTH He 6onee 25 MmxCm/cm. 3 MxCm/cM.

Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/

H3Baekaemblii 00beM He MeHee HOMUHATBHOTO (HE MEHee 2 MII). 2 M

Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/

BakTepuaJibHbIe 3HIOTOKCHHBI | injections. / He Gonee 0,25 ED/Mn Bonsl 1yist <25ED/mn
WHBEKIUHI.

Sterility / CrepuiabHOCTb Should be sterile. / lomxHa ObITh CTEPUIBHOM. Sterile / CtepuipHo.

Packaging / YnakoBka

Primary package
2 mL of the solvent (water for injections) in a

colorless glass ampule type I with an orange
one-point-cut at the top of the ampule. /
IlepBryHas ynakoBka

ITo 2 Mn pacTBOpHTENS (BOAA IJIsI MHBEKIMIA) B
amnyiny m3 OecuperHoro crekia, tum I. Ha
BEepXHEil 4YacTH aMIynsl HaHeCeHa TOYKa
pasiioMa OpamKeBOTO IBETA.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type I with an orange one-
point-cut at the top of the ampule. /
IlepBuuHas ynakoBka

ITo 2 mn pactBopuTens (Boma IUist
WHBEKIMI) B aMmyly M3
OecuBerHoro crexna, tin 1. Ha
BepXHeil 4acTH aMImyJisl HaHeceHa
TOYKa pa3lioMa OpaHKeBOTO IIBeTa.

Shelf-life / Cpok roanocta

5 years. / 5 ner.

Assessment: / 3aKJIlOueHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust COOTBETCTBYET TpeOOBaHUSIM HOpMaTHBHOTO HokymeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor

Ph
QT ARA
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KS GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIM3A

Name of Product/
HaunmenoBanue npenaparta

Water for injections (solvent) /

Boaa ans mabekumii (pacTBOpUTEb)

Batch no./ Homep cepun 12D5
Amount of product per batch / Pasmep 91239
cepuu
Date of Control / lata anaauza 02/2022
Manufacturing date / lata npon3BoacTsa 04/2021
Expiry date /[{aTa oxoH4YaHuUSs CpOKa 03/2026
TOXHOCTH
Water for injections (solvent) / Bona nas mubexumii (pacTsopurenb)
TESTS / MOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI
Description /Onucanne Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET
ITpo3paunas GecrBeTHas }KUOKOCTH Oe3
3amaxa.
Particulate matter / MexaHn4eckne BKJIIOYeHHsI
Visible particles / Should be absent. / JIOM>KHEI OTCYTCTBOBATb. Absent / OTCyTCTBYIOT
Buoumvie uacmuyul
Sub visible particles /
Hesuoumvle yacmuywi
>10 pm particles / Not more than 6000 particles per ampoule; / 12
gactul pasmepom > 10 MM | He Gonee 6000 Ha amrtyity;
>25 um particles / Not more than 600 particles per ampoule. / 0
gacTuIl pasmMepoM > 25 MkM | He 6onee 600 Ha amiTyity.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBEeTCTBYET

KHCJI0THOCTD H IIEJ0YHOCTh

HcneiTyemblii 00pa3zel JOJKEH BhIIEPKIBATh
UCTIBITaHUE.

Reducing substances /

Test sample should pass the test. /

Complies / CooTBeTCTBYET

BoccranaBJiuBaromue HcnsiTyemslii oOpasel AOJKEH BBIAEPKUBATD
BeIlleCTBA HCTIBITAHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET
Yraepoaa AMokcHa / He momxHO ObITh IOMYTHEHHS B TEUEHHE

1 yaca.
Chlorides/ Xsiopuanbi Not more than 0.5 ppm. / He 6onee 0,5 ppm. <0.5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
HutpaThl 1 HHTPUTBI He 605ee 0,00002 % (0,2 ppm).
Sulphates / Cyabdatsi No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h. / B Teyenne He MeHee 1 yaca He TOJDKHO
HaOIOIaThCS IOMYTHEHHE.
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S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / TIOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI
Ammonium / AMMoHHH Not more than 0.6 ppm. / He 6onee 0,6 ppm. <0.6 ppm
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTcTBYET

Kaabumii 1 Marumit

violet hue). / lomkHO HaGMOAaTHCS YUCTO
cuHee okpainBanue (6e3 ¢puoaeToBoro
OTTEHKA).

Heavy metals/ Tsixesble Not more than 0.00001 % (0.1 ppm). / <0.00001 % (<0.1 ppm)
MeTaJlIbl He 6omnee 0,00001 % (0,1 ppm).

Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %

Cyxoii ocTaTok

Conductivity / Not more than 25 puS/cm. / 2 uS/em./
DJ1eKTPONPOBOAHOCTH He 6omee 25 MxCm/cM. 2 MmxCwm/cMm.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3BJaexaemblii 00beM He Menee HoMuHANIBHOTO (HE MEHEE 2 MIT). 2 M
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
BakTtepuannbHble 3HI0TOKCHHBI | injections. / He Goxee 0,25 EQ/Mn Boms! mis <25EDQ/wMn

HHBEKIINH.

Sterility / CtepuiabHocTb

Should be sterile. / JIoymkHa OBITH CTEPUIIBHOIA.

Sterile / CtepuibsHO.

Packaging / YnakoBka

Primary package
2 mL of the solvent (water for injections) in a

colorless glass ampule type I with an orange
one-point-cut at the top of the ampule. /
IlepeuyHas ynakoBka

ITo 2 Mn pactBOpHUTENs (BoAa ISl HHBEKIINIT) B
ammyny u3 OecierHoro crekna, thn 1. Ha
BEepXHeil YacT amIyJbl HaHeceHa TOYKa
paznoMa OpaHKeBOro IBeTa.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type I with an orange one-
point-cut at the top of the ampule. /
[lepBuyHas ynakoBKa

ITo 2 Mn pactBOpuTeNns (Boma s
WHBEKIM) B aMIysiry U3
OecuperHoro crekna, Thn 1. Ha
BEpXHEW YacTH aMITyJibl HaHeceHa
TOYKA pa3jioMa OpaHKEBOr'O IBETa.

Shelf-life / Cpok roanoctn

5 years. / 5 ner.

Assessment: / 3aKiI0YeHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust COOTBETCTBYET TpeOOBaHMAM HOpMAaTUBHOTO fokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor
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