& GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIM3A

TEXARED, lyophilized powder for injection after reconstitution,

Name of Product/
HanvenoBaHHe MpenapaTa

20 mg /

TEKCAPEJ®, muoduian3aT Ajad NPHrOTOBJCHHS PACTBOPa AJIs

HHbeKkumii, 20 Mr

Batch no./ Homep cepum 21116071A
Amount of product per batch / 39.788,000
Pasmep cepum
Date of Control / JaTa anajn3a 01.2022
Manufacturing date / JlaTa 10.2021
MPOHU3BOACTBA
Expiry date /laTa 0KOHYAHHA 09.2024
CPOKa rOTHOCTH
RESULTS /
TESTS / MOKA3ATEJN SPECIFICATIONS / HOPMbI PE3YJITATBL

Appearance / Onucanue

Yellow with greenish tint lyophilized powder. /
JInoGunu3MpOBaHHE MOPOIIOK JKENTOro ¢
3€JIEHOBATHIM OTTEHKOM IIBETA.

Complies / COOTBETCTBYET

Identification / MoauuuHOCTL

Tenoxicam by HPLC /
Tenoxcukam (BIHKX)

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)). / Bpems
Y OEePHKUBAHHS nuKa ~— TEeHOKCHKaMa  Ha
XpOMaTorpaMme HCIBITYEMOTO pacTBopa
JIOJKHO COOTBETCTBOBATh BpPEMEHH
yIepIKUBaHUA nvKa TEHOKCHKamMa  Ha
XpOMAaTorpaMmMe CTAaHIapTHOrO pacTBopa (CM.
«PozcTBEHHEBIE TIPUMECH, OTpeeNIeHUE
eNUHUYHBIX TIpEMecell W CyMMBI TNpuMece
(254 um)).

Complies / CooTBeTCTByeT

Tenoxicam by UV-
spectrophotometry / Tenokcuxam

(Yo-

cnexmpohomomenpuecKuiL)

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). / V®-cmektp
MOTJIOIIEHH HCTIBITYEMOTO pacTBopa,
OPUrOTOBIIEHHOIO  IUIA KOJIMIECTBEHHOTO
onpenenenus, B obnacta or 230 uM no 400 HM
OJDKEH MMETh MaKCHUMyMBl NPH JJIHHAX BOJH
257 + 2umM, 285 + 2uM u 368 £ 2HM (cM.
«KOnM4ecTBEHHOE OTpe/ieIeHre TEHOKCHKaMay).

Complies / CooTBETCTBYET
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B3 GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

RESULTS /
TESTS / IIOKA3ATEJHA SPECIFICATIONS / HOPMbI PE3Y JIbTATBI
Sodium metabisulfite / The retention time of Sodium metabisulfite peak

Hampus memabucynvpuim

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 ynepxuBaHWi NHKa
gaTpus MeTabmcyns(uTa Ha XpoMaTorpamMme
HCIIEITYEMOTO pacTBopa IOJDKHO
COOTBETCTBOBATh BPEMEHH YJCPKHBAHMA IHKA
HaTpusi Mera0mcynb(uTa Ha XpoMarorpamme
CTaHIAapTHOro pacTBopa (cM. «KoIMYecTBEHHOE
ompe/ieNerHe HaTpys MeTabuCyIb(uTay).

Complies / CoOTBETCTBYET

Dissolving time / Bpems
PAacTBOPEHMHsI

Not more than 60 seconds. / He Oomee 60
CEKYH/.

11 sec/ 11 cek

Appearance of Reconstituted
solution / Onucanue
BOCCTAHOBJIEHHOrO PacTBOPA

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / ITpenapar
JIOJKEH PpacTBOPATECA MOJIHOCTBIO c
OTCYTCTBHEM HEPacTBOPEHHBIX gactun, 0Oe3
BUIMMBIX MEXAaHHWYECKHX BKIIOUEHMH. PacTBop
IOIKEH OBITH NPO3PAYHEIM.

Complies / CoOTBETCTBYET

Solution clarity / The product solution should be clear. / PacTBOp ;

Complies / CoOTBETCTBYET
IpospauHocThL pacTBOPa npenapara H0JKEH OBITh IPO3PadHEIM.
Solution Color / The product solution should not be more

IBeTHOCTH PAacTBOPA

intensively colored than the reference solution
GY). / CreneHs OKpackd pacTBOpa mnpenapara He
IOJDKHA mpeBHImaTs STanoH GY.

Complies / CooTBETCTBYET

pH 7.5 t0 10.0. / Ot 7,5 mo 10,0. 9.1
Particulate matter / MexanuuecKHe BKJIIOYEHHS
Zzszble particles / Should be absent/ JIoKHEI OTCYTCTBOBATh Absent /OTCYTCTRYIOT
uoUMblE YACUYb
Subvisible particles /
Hesudumvle yacmuybl
>10 pm particles/ Not more than 6000/vial; / 41/ vial
Yacruil pasmMepoM > 10 Mkm He 6onee 6000 Ha drakoH; 41 / pnaxon
>25 pm particles/ Not more than 600/vial. / 0/ vial
He 6onee 600 Ha draxoH. 0/ pnaxon

YacTuy pasMepoM = 25 MKM
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KX GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIA3A

TESTS / TIOKA3ATEJHA SPECIFICATIONS / HOPMbI RESULTS /
PE3YJbTATBI
Related substances / PogcTBeHHbIe MPHMECH
2-aminopyridine / Not more than 0.5 %; / He 6onee 0,5 %; Not detected / He
2-aMHHOTINPUANH oOHapyxeHa
Individual unidentified impurity / Not more than 0.5 %; / He 6oxnee 0,5 %;
L Not detected / He
HeuAeHTH(pUIHPOBaHHA NPHMECE obHapyKeHa
Total impurities / Not more than 1.0 %. / He Gonee 1,0 %.
CymMa npumecei
Not detected / He
oOHapyxeHa
Uniformity of dosage units / The Acceptance value (AV) should be not more AV=0.9 (n=10)
OaHOPOIHOCTH J03HPOBAHHUS than 15.0. / IToxasarens mpueminemocts (AV)
noJpkeH 6BITE He Goee 15,0.
Water /Boxa Not more than 3.0 %. / He 6onee 3,0 %. 1.4 %
Bacterial endotoxins / Not more than 1 EU/mg of tenoxicam. / <0.128 EU/mg/
BakTepuaJbHbie IHA0TOKCHHBI He 6onee 1 EQ/Mr TeHOKCHKaMa. <0.128 EQ/ mMr
Sterility /CTepnabHOCTh Should be sterile. / JTomikeH GHITE CTEPHIBHEIM. Sterile / Ctepunes
Assay / KosnuecTBeHHOE Onpeeienue
Tenoxicam / TenoKkcuxkam 90.0% to 110.0% of C1sH11N304S, (tenoxicam)
of label claim. / Or 90,0% mo 110,0% 99.9 %
C13H11N304S; (TeHOKCHKaM) OT HOMHHAIBHOTO e
ColepIKaHuA.
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite of the
Hampusn memabucynopum label claim. / Ot 85,0% mo 110,0 % nHarpus 04.3 %

MeTabucynbhuTa oT HOMHHAJIBHOTO

CoZepXXaHu.
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X GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIU3A

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. /

[MepBuyHas YIIAaKOBKA
Ilo 20 Mr TeHokcukama Bo (IakoH u3

OecIBETHOTO cTeKNa THI 1,
YKYHOPESHHBIH npobxoi u3
6pombyTunoBoii  pesuEEl,  06Xxaroi

AFOMMHHEBBIM KOIITAaYKOM C KOHTPOJIEM
1EepBOro BCKPBITHA H IUIACTHKOBBIM

TESTS / TOKA3ATEJIM SPECIFICATIONS / HOPMIbI RESULTS / PE3YJIbTATBI
Package / YnaxoBka Primary package Primary package

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. /
TlepBryHAas yNaKoBKa

ITo 20 Mr TeHokcHKama BO (rakoH u3

6ecBETHOTO cTeKna THUI I,
YKYTIOpPEHHBI npoOKoi U3
OpoMOYTWIOBOH  pe3uHbl, — 00Xaroi

AMIOMHUHUEBEIM KOJNITa4YKOM € KOHTPOJIEM
IEPBOTO BCKPBITHA M IUTaCTUKOBBIM

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. /

BropuyHasg ynakoBka

Ilo 1 ¢naxony c mnpenaparom u 1
aMIlyJe ¢ pacTBOpUTENIEM MOMeIaloT B
KacceTy 13 MONUBUHIIXJIOpHIA.

Mo 3 dmakona ¢ npemapatoM u 3
aMILyJbl ¢ PaCTBOPUTENIEM TOMEIIAIOT B
KacceTy U3 HOIMBUHIIXJIOPAIA.

1 xacceTy BMeCTe ¢ HHCIPYKIMEH IO
OPYMEHEHHIO IIOMEMAT B  IHAuKy

KapTOHHYIO.

IIFICKOM MOBEpPX AIIOMUHHEBOTO | AHCKOM TOBEPX AMOMUHUEBOTO
KOJIauKa. KOJIIayKa.
Shelf-life/ Cpox roaHoCTH 3 years. / 3 roga.
KIT / KOMILTEKT
TESTS / HOKA3ATEJIM SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATBI
Kit package / VYmaxoBka | Secondary package Secondary package
KOMILIEKTA 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 ynaKkoBKa

Ilo 3 dmakona ¢ mnpemapatoM “ 3
aMIIyJbl ¢ PACTBOPHUTEIEM MOMEUIA0T B
Kkaccery W3 mHonuMBHHWIXKIOpupa. 1
KacceTy BMeCTeé C HHCTpYKLMed 1o
OpPUMEHEHHI0 TOMEWIAIOT B HadKy
KapTOHHYIO.
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KX GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®MKAT AHAJIM3A

XpaHeHue KOMIJIEKTA

Labeling/ MapxupoBKa According to the ND. / B cooTBETCTBHI Complies as prescribed / COOTBETCTBYET
¢ HOPMATHMBHOM TOKYMEHTALHEH. TpeOoBaHMAM
Kit storage / 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. /

Tlns ynakoBkd 1o 1 dmakoHy ¢ mpenapaToM ¥ 1 amimyse ¢ pacTBOPUTENCM B
KacceTe:

B OpHrHHATBHO} yaKkoBke ((akoH ¢ NpenapaToM ¥ amiysia ¢ pacTBOPHTENIEM B
nauKe) Ipu Temmeparype He oime 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. /

Jlns ynakoBky 1o 3 dnakoHa ¢ NpenapaToM ¥ 3 amiyJibl ¢ PACTBOPUTENCM B
Kaccere:

B OpurMHaIBHOM YIaKkoBKe ((IaKoHbI C IPENapaToM H amIlyJibl C PACTBOPHTENCM B
nauKe) npu Temneparype He Beime 25 °C.

Kit shelf life /
CpoK roAHOCTH KOMILJIEKTa

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 rona. Cpok roIHOCTH KOMILIEKTa ONPEENIAETCs CPOKOM rOHOCTH
JIeKapCTBEHHOTO NPENapaTa Ul MEAUIUHCKOTO NPYMEHCHH.

Assessment: / 3aKII0YEHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus COOTBETCTBYET TPeOOBaHUIM HOPMATHBHOTO NTOKYMEHTA JIC-000295-160721.

{\AQ&M)QS'. QLUEL.
(o

o
@L@ﬂ? %ai

GENSENTA PHARMA
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CERTIFICATE OF ANALYSIS / CEPTHO®HKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /

HauMeHOBaHUE npenapara Bona ans HHbEKIM (PACTEOPHTENH)

Batch no./ Homep cepHmu 12D1

Amount of product per batch / Pazmep 91314

cepHA

Date of Control / laTa anaau3a 11/2021

Manufacturing date / JaTa npon3soAcTBa 04/2021

Expiry date /lata OKOH4Y3HHA CPOKA 03/2026

TOAHOCTH

Water for injections (solvent) / Boga aus nasekiunii (pPacTBopHTEIb)

. TESTS/TIOKA3ZATEJHA SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATHI
| Description /Onucanme Clear, coloutless liquid without odor. / Complies / CooTBeTCTBYET

“ Particulate matter / Mexann4ueckue BK/II0YEHHSA
Should be absent. / JIomKkHBI OTCYTCTBOBATE.

| Visible particles /
Budumwie vacmuywi

TIpospausas GecuseTHas KHUIAKOCTE Ge3

3amnaxa.

Absent / OTCyTCTBYIOT

Sub visible particles /
Hesudumere yacmuor
>10 pm particles /
yacTull pazMepoM = 10 MKM
>25 pm particlesf
YaCTHE] PA3MEPOM > 25 MKM

Not more than 6000 particles per ampoule; /
He Gonee 6000 Ha amMITyIy;

Not more than 600 patticles per ampoule. /
He 6onee 600 5a ammyiy.

| Acidity and alkalinity /
KucroTHOCTh H 1HEJOYHOCTDH

Test sample should pass the test. /
HcnmiryeMsrii 00pasel] JOIDKEH BRIACPKABATD

Complies / CooTBeTCIByET

HurpaThl H HHTPHTbI

He Gones 0,00002 % (0,2 ppm).

MCTIBITAHME,
' Reducing substances / | Test sample should pass the test. / Complies / CootBeTCIByET
| BoccTaHABIMBAIOIME HenmiryeMbiii 00pasel ZOMKEH BhICPKUBATE
| BelmecTBA MCIIEITAHHE.
" Carbon dioxide No turbidity should be observed within 1 hour. Complies / Cootsercrryer
Vraepopa AHOKCH / He pomxHo GHITE MOMYTHEHNS B Te9EHHE
| 1 gaca.
Chlorides/ Xsiopumbi | Not more than 0.5 ppm. / He Gonee 0,5 ppm. <0.5 ppr'nw
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

Sulphates / CymbdaThbi

No turbidity should occur within not less than

1 h. / B TeueHue He MeHee 1 9aca HE JOIRKHO

HabmonaTees TMOMYTHEHHE.

Complies / CooTBETCTBYET

~ Ammoniwm / AvMouuil

Not more than 0.6 ppm. / He 6onee 0,6 ppm.

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTHO®UKAT AHAJIA3A

TESTS / IOKA3ZATEJIH

'Calcium and magnesium /
Kanniuii o Maruui

| SPECIFICATIONS / HOPMBI

 RESULTS / PE3YJIbTATBI

Pure blue color should be observed (without a
violet hue). / JlJomkAo HabMONATECA YHCTO
cHHee okpaimBane (6¢3 BromeroBoro
OTTEHKa).

Complies / CooTBeTcTBYET

MEeTAJIhI

Not more than 0.00001 % (0.1 ppm). /
He 6onee 0,00001 % (0,1 ppm).

<0.00001 % (<0.1 ppm)

Residue after evaporation/ | Not more than 0.004%. / He Gonee 0,004%. 0,000 %
Cyxoii ocTaTok
Conductivity / Not more than 25 pS/cm. / 10 pS/em./
DK TPONPOBOAROCTE He 6onee 25 MkCm/cm., 10 mxCm/em.

" Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3BnexaeMblii o0bbem He MeHee HOMAHAIBHOrO (He MeHee 2 Mi). 2 MI

Bacterial endotoxins / Not more than 0.25 EU/nL of water for <25EU /mL/
BaxTepuajbHble 3HAGTOKCHHLL | injections. / He Gonee 0,25 E3/Ma Boas! Ans <25ED/wmn

| HAHBEKIMI,

‘ Sterility / CTepHIbHOCTE ' Should be sterile. / I[omlma OBITH CTEpPHIBHOM. Sterile / CTepnﬁi.Ho.
Packaging / Yoaxoska " Primary package Primary package

 Shelf-life / Cpok romHOCTH

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. /
epBunas vIAKoBKa

o 2 mMn pacTBopuTesns (BoAa N1 MHESKIKI) B
ammyny w3 OecuperHoro crekna, tem 1. Ha

PpazioMa OparnKeBOrd HBCTA.

BepXHell YacTH aMIy)ibl HAHECEHa TOUKa |

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. / |
TleppuyBan vIakoBKa

Tlo 2 M pactBopurenst (Boma Iyt
WHBEKIMEH) B aMmymy = u3
GecmBeTHOro crenma, Tim 1. Ha
BepPXHEH YacTH aMITyJibl HaHeceHa
TOYKA )237IOM2 OPAHIKEBOTO 1IBETa.

5 years. / 5 ner.

Assessment: / 3aKiioueHHe:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi cOOTBEICTBYET TpeGoBanyaM HOpMaTHBHOTO foxyMenTa JIC-000295-160721,

Ali Ethemoglu
Qulity Cortrol Supervisor

o

by

VAT
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CERTIFICATE OF ANALYSIS / CEPTHO®PHUKAT AHAJIA3A

Name of Product/

HanMeHoBaHHe Npenapara

Batch no./ Homep cepHH

Amount of product per batch / Pazmep

cepuH

Date of Control / llaTa aHaausa
Manufacturing date / Jlara mpoH3BoaCTBa

Expiry date /IaTa oxoHIAHHA CPOKA

rogXHOCTH

Water for injections (solvent) /

Bopa aas uubeximii (PAcTBOPATENb)

12D2
91368

11/2021
04/2021
03/2026

" TESTS / IOKA3ATEJIHA

Water for injections (solvent) / Boxa 1,15 nRbexnail (pacTBopuTeNb)

SPECIFICATIONS / HOPMEI

Description /Onueatme

Clear, colourless liquid without odor. /
ITpospaynas GecnpeTHas KUAKOCTH 6e3

3aiiaxa.

Particulate matter / MexaRH4yecKHe BKJIIOIEHHS

Visible particles /
Budumvere vacmuyor

Sub visible particles /
Hegudumeie vacmuyol

>10 pm particles /

gacTHIl pasMepoM = 10 MKkM

‘ >25 um particles /

YacTHL pa3MepoM > 25 MKM

Should be absent. / JIOMKHEL OTCYTCTBOBATS.

Absent / O1cyTcTBYIOT

| Not more than 6000 particles per ampoule; /

He 6onee 6000 Ha aMmyy;

Not more than 600 particles per ampoule. /
He Gonee 600 Ha amimyiy.

| Acidity and alkalinity /

KncaoTHOCTEL H IIEJ0HOCTE

0

Test sample should pass the test. /
HceryeMpiii 00pasell JODKEH BEIICPKHBATh
HCIIBITAHHAE.

Compliés ‘/MC“doffs“ermBye‘r

' Reduéing substances / Test sample should pass the test. / Complies / Com‘Berc'myef ‘
| BoccTanaB/IHBRIOLEHE HcnerryeMsrii 06pasell JOIDKEH BEIIEDKHBATh

BEIlIeCTBA MCTIGITAHAE.

Carbon dioxide | No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET ]
| Vraepona MMOKCHT / He po/mxHO OBITH HOMYTHEHHA B TEUEHHE

1 yaca.

" Chlorides/ Xnopuabl Not more than ()Sppm / He 6oxee 0,5 ppm. <0.5 ppm

Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

l HuTPAaTH H HATPHTHI

Sulphates / Cymbdarer

!
}—Xﬁi}nonium { AMMoumif

| SRR A

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

| No turbidity should occur within not less than

1 h. / B Teuenue He meuee 1 yaca He HODKHO
HabBONATECS TOMYTHEHHUE.

Complies / Comne'rmyéi*

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIA3A

TESTS / IOKA3ATEJIH

SPECIFICATIONS / HOPMbIL

RESULTS / PE3YJIBTATH

Calcium and magnesium /
Kanbumit W Marnmii

Pure blue color should be observed (without a
violet hue). / HomxHo HaOMOAATECSA IHCTO
cunee oxpausane (6e3 GroneToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tsxenbie
MEeTaJLJIbY

Not more than 0.00001 % (0.1 ppm). /
He 6onee 0,00001 % (0,1 ppm).

<0.00001 % (<0.1 ppm)

2 mL of the solvent (water for injections) in a
' colotless glass ampule type I with an orange
one-point-cut at the top of the ampule. /
IlepByuHad v IaKOBKA
| Ilo 2 M pacTeopHTens (BOAA NN HHLEKIHIL) B
; ammyny w3 OecuperHoro crekna, Tvm I Ha
| BepXHEe#l uacTH aMuyJsl HAaHEceHa TOUKa
| pa3oMa OpamXeBOTO LIBETA.

Shelf-life / Cpox roaHocTH

|
|
|
|
|

5 years. / 5 nier.

Assessment: / 3aKIOUCHUE:

Residue after evaporatien / ‘ Not more than 0.004%. / He Gomnee 0,004%. © 0,0001 %
Cyxoii ocTaTox :
Conductivity / | Not more than 25 pS/cm. / 8uS/em./
DUIeKTPONPOBOAHOCTD He Gonee 25 MrCM/cM. 8 MxCm/cM.
Extractable volume / - Not less than label claim (not less than 2 mi). / 2ml/
Hspiaexaembiii 00bem | He MeHee HOMUHAIBHOTO (He MEHee 2 MIT). 2 M
Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <25EU/mL/
BakTepnaJbHble 2HIOTOKcHEBI | injections. / He Gonee 0,25 ES/MT Boms! ais <25E3/mn

| HHBEKUHIL.
Sterility / CTeprabHOCTE - Should be sterile. / JlomkHa GBITH CTEpHIBHOMN. Sterile / Cféi)mibi;(;.
Packaging / YnakoBka | Primary package | 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. /
TepButmasi ¥ IaKoBKa.

Ilo 2 mn pacteopHTens (Boja Jid
HHBEKITHIT) B aMImyy H3
Gecusernoro crexma, T I Ha
BepxHeli JacTW aMIyNbl HaHeCCHA

| TOuKa pasnoMa OpaHKeBOro HBeTa,

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepua cOOTBETICTBYET TPeGOBaHNsAM HOPMATHBHOTO IOKYMEHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor
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