CRGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
HaumenoBanHe mpemapaTa

Batch ne./ Homep cepuu

Amount of product per batch /

Pa3zmep cepun

Date of Control / laTa anannza

Manufacturing date / ara
NPON3BOACTEA

Expiry date //laTta oxonyannsa

CpoKa roaHoOCTH

TESTS / TIOKA3ATEJIN

Appearance / Onucanne

Identification / HoannHaHOCTH

Tenoxicam by HPLC /
Tenoxcuxam (BIXKX)

Tenoxicam by UV-

spectrophotometry / Tenoxkcuram

(Y-

crexmpodomomempureckuil)

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPE/A®, muo¢uaH3aT 1jA NPHIoTOBIEHHS PACTEOPa 114

HHEeKumii, 20 Mr
22M19701A

40,726,000

01.2023
12.2022

11.2025

SPECIFICATIONS / HOPMBI

RESULTS/
PE3YJIBTATHI

" Yellow with greenish tint lyophilized powder. /

JinodunuzupoBaHHBIH  IOPOINOK  KENTOro ¢
3€IEHOBATHIM OTTEHKOM L(ECTA.

Complies / CooTBeTcTBYET

| 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)). / DBpems
YASPKUBAHMA N¥Ka  TEHOKCHKaMa Ha

XpoMarorpaMme HCIIBITYEMOTO pacreopa
AOJKHO COOTBETCTBOBATE BPEMEHH
YACPXKUBAHHA TIHKa TEHOKCHKaMa Ha

XpOMATOTPaMMe CTAHIAPTHOTO pacTsopa (CM.
«PoacreeHnbie TIPHMECHD, OTIPE/ICIICHHE
¢IMHHYHBIX NpHMECEH H CYMMBI TNpHMeceH
(254 uM)).

Complies / CooTBeTCTBYET

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
“Agsay of Tenoxicam™ test). / Vd-cuektp
TOTTIONCHAS HCTIEITYEMOTO pacTBOpa,
TIPHTOTOB/IEHHOTO s KOMHYECTBEHHOrO
onpeaecnenns, B obnacti ot 230 iM a0 400 HM
OOMGKEH MMETE MAKCHMyMbl TIPH JUIHHAX BONH
257 £ 2uM, 285 + 2um u 368 £ 28HM (oM.
«KosmuecTBeHHO® OnpereieHie TEHOKCHKAMaX ).

Complies / CooTBeTCTBYET
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CEGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTHOUKAT AHAJIU3A

TESTS / HOKA3ATEJIH

SPECIFICATIONS / HOPMBI

Sodium metabisulfite /
Hampus memabucyavghum

Dissolving time / Bpema
pacTEOpeHHs

The retention time of Sodium metabisulfite peak
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. / Bpema yaepwxusannd nuka
HaTpua MeTabucynegiTa Ha XpoMaTorpaMMe
HCIIBITYEMOr0 pacTrOpa OOIDKHO
COOTBETCTBOBATh BpeMEHH YICPAHBAaHHA IHKa
HaTpusd MerabucyneMTa Ha XpOMAaTOTpaMMe |
| cTaHgapTHoro pacreopa (eM. «KonugecTBeRHOE |
| OTpeTieNene TPl MeTatucyhpuTan).

RESULTS/
PE3YJILTATHI

Complies / CooTBeTCTBYET

Not more than 60 seconds. / He OGomee 60
CEKYHI.

" Appearance of Reconstituted
solution / Onncanue
BOCCTAHOBJEHHOTO PACFBOPA

i The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / [Ipenapar
JOJDKEH PAcTBOPATECA TIOJTHOCTBIO ¢
OTCYTCTBHEM HEpaCTBOPEHHLIX 4acTHL, 0e3
BHIHMEIX MEX8HHWYEeCKUX BKIIOYeHHH. PacTBop
| moyDKeH GbiTh PO3PATHEIM.

Solution clarity /
IIpo3payHoCcTL pacTBOPA

Solution Color /
L[BeTHOCTE pacTEOpa

pH

Particulate matter / MexaHHYecKkHe BRIOMeHHS

Visible particles /
Buoumvie vacmuybi

Subvisible particles /
Hesudumuie yacmuyol

>10 um particles/

Yacrtur pazmepoM = 10 Mkm

>25 um particles/

YacTHu pasMepom = 25 MkM

The product solution should be clear. / Pactpop
| Tpenapara JO/KeH OBITh NPO3PadHbIM.

| The product solution should not be more
intensively colored than the reference solution
GY,. / CrencHb OKpackH pacTBOpa Iperiapara He
IOI:KHA MPEeBBIIaTh 3Tanod GY .

40 sec / 40 cex

Complies / CooTBeTCTBYET

Complies / CoorBeTcTBYET

Complies / CooTBeTcTBYET

7.51010.0. /01 7,5 1o 10,0

3.9

| Should be absent/ JToJKHEI OTCYTCTBOBATE

Not more than 6000/vial; /
He 6onee 6000 Ha ¢nakon;

Not more than 600/vial. /
He Gonee 600 Ha dmakoH.

Absent /O1cyTcTBYIOT

36 / vial
36 / daakon

0/ vial
0 / ¢maxon
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S GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

| TESTS/MOKA3ATEJH

SPECIFICATIONS / HOPMbI

Related substances / PoacTeenHbIe npuMecH

' 2-aminopyridine /
2-aMHHOTTHPHIHH
Individual unidentified impurity /

Ennangnan
HenaeHTHGAIHPORAHHA IPUMECE

Total impurities /

| Not more than 0.5 %; / He Gonee 0,5 %;

Not more than 0.5 %; / He bonee 0,5 %;

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

RESULTS / PE3YJIBTATHI

Not detected / He 06Hapymeﬂr

Not detected / He o6uapyxena |

Not detected / He obnapyxena

Cymma npuMeceii
Uniformity of dosage units / | The Acceptance value (AV) should be not AV=4.1 (n=10)
OnHepoaHOCTE AO3HPOBANHSA more than 150. /  Iloxazarems
npuemiaeMoctd (AV) nomxen OBITE He
BGomee 15,0.
| Water /Boaa Not more than 3.0 %. / He Gomee 3,0 %. 0.9%

Bacterial endotoxins /
BakTepHajbHbie JHIOTOKCHHBI

Not more than 1 EU/mg of tenoxicam., /
He 6onee 1 E3/Mr TeHOKCHKAMA.

<0.128 EU/mg /
<0.128 E3/ mr

' Sterility /CrepuibHOCTB

Should be
CTEPHNBHEIM.

sterile. / JlomkeH OBITH

Sterile / Ctepunen

Assay / KoiimuecrsenHoe onpejieieHue

Tenoxicam / Tenokcukam

Sodium metabisulfite /
Hampus memabucyrsgum

90.0% to 110.0% of CisHiN3048;
(tenoxicam) of label claim. / Ot 90,0 % mo
110,0 % CsH1NsO4S2 (TeHOKCHKaM) OT
HOMHHAITEHOTO COAEPIKAHUA.

! I [
85.0% to 110.0% of Sodium metabisulfite

of the label claim. / Ot 85,0 % no 110,0 %
HaTpHA MeTa0HCYIB{HTa OT HOMEHAIBHOTO
COJICIKAHS,

101.8 %

99.7%
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Q
CXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

TESTS / IOKA3ZATEJIH

| Package / ¥nakopka

Shelf-life/ Cpok roaHocTH

TESTS / IOKA3ATEJH

CKit package / Ynakobka

KOMILNIEKTA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJILTATEI

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. /
TeppuYHas yIIaKOBKa

Ilo 20 Mr TeHoKcmkama Bo (rakoH M3

BGecuBeTHOTO cTeKNa TUI I,
YKYTIOPEHHBIH npobkoi u3
OGpoMOYTHIOROH  pe3uHbl, oOmarof

ANNMOMHHHREBBIM KOIIMNAYKOM C KOHTPOJICM
OEPBOTO  BCKPBITHA W ITJACTHKOBBLIM

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. /
TlepBAunad ¥ akoBKa

ITo 20 Mr TeHOKCHKaMa BO (iakoH M3

DOeCHBETHOTO cTeKna THI I,
YKYMOPCHHBIH TpoOKoii u3
GpomOyTiioBOi  pe3uHsl,  ofkaTol

ANMKOMHHHEBBIM KOJIIAYKOM ¢ KOHTPOJIEM
MEepBOrQy  BCKPBITHA W ILIACTHKOBBIM

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 solveni in a polyvinyl
chloride cassette.

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

BropuyHag viiakoBka

[Mo 1 ¢umakoHy ¢ mnpemapatoM H |
aMIyJie ¢ pacTEOPUTENEM NOMELNAT B
KacCeTy H3 MONHMBHHHNXIOPHIA.

N

[To 3 d¢makora c¢ npepaparomM W 3
aMITyJibl ¢ PACTBOPHTETIEM ITOMEIIAIOT B
KacceTy M3 MOJHBHHWIXIOPHIA.

1 kacceTy BMecTe ¢ HHCTpYKLHMeH Io
HNPHMEHCHUKD — TOMEINAT B MAdKy

KApTOHHYIO.

JHCKOM l'[OBer ANTHOMHHHEBOTO | AACKOM HOBCpX AMMOMHUHHEBOIO
! KOJIIavxka. KONnayka. - |
3 years. / 3 roga.
KIT / KOMILIEKT
SPECIFICATIONS / HOPMBI RESULTS / PE3YJLTAThI

Secondary package
3 vials with the medical product and 3

ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassettc with the
patient information leaflet in a carton
pack. /

BTopmiAas yoakoBKa

[lo 3 dmakoHa ¢ mnpenapatoM H 3
aMITYIIbl ¢ PACTBOPHTENEM MOMEILAT B
KacceTy M3 TNONIHBHHLDNIOpHAa. |
Kaccery BMeCTE€ € HHCTpYKLUHEH 1o
NpHMEHEHMK) [OMEIIAIOT B TIAUKY
KAPTOHHYIO.
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KXGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

" Labeling/ Mapkupogka According to the ND. / B cooTBeTCTBHY | Complies as prescribed / CooTBeTCTBYET 1
C HOPMATHUBHOH JOKyMEHTalueH. TpeboBanHuAM
CKit storage / For configuration with 1 filled vial and 1 ampoule with a solvent in a cassette: i

APARCHuE KOMILTELTR In the original packaging (a vial with medical product and an ampoule with solvent

in the carton), at temperature below 25 °C. /

s ymaxosky no 1 dQuakoHy ¢ IpenapaToM H 1 aMmyie ¢ PACTROPUTENEM B
KacceTe:

B opurnuansHoil ynakoexe (GrakoH ¢ npenaparoM H aMmyna ¢ pACTBOPHTENEM B
mauke) MpH TeMieparype e soime 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. /

s yoakoBKH 1o 3 quiakoHa ¢ IpenaparoM H 3 aMITyiibl & PACTBOPHTENIEM B
Kaccere:

| B opurunankHo# yrnakoske (($IakoHB! ¢ NPENaparoM H aMITyJIBI C PACTBOPHTENCM B

| mayKe) mpH TeMIEeparype He Boime 25 °C.

S

| Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpok roaHocTH KoMiiekTa | human use. / 3 roga. Cpok roqHOCTH KOMILTEKTa OTIPSENAeTCs CPOKOM rOIHOCTH
7E€KapCTBEHHOIO NPENapara s MEEUIIMHCKOTO IipHMEHeHH s,

Assessment: / 3akmouende: The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBETCTBYET TpeGOBaHHAM HOpMaTHBHOTO AokymenTa JIC-000295-160721.

™ .
LROMRHVES TURKELI
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o9
R GENSENTH

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HanmeHoBaHHE NpenapaTa Boaa A14 HHBEKIHH (PACTBOPHUTE/D)
Batch no./ Homep ceprn 2216
Amount of product per batch / Pasmep 91001
cepun
Date of Control / 1aTa anaamza 12/2022
Manufacturing date / lata npoH3BoAcTBa 09/2022
Expiry date /[laTta okoHUaHHSA cpoOKa 08/2027
FOIHOCTH
Water for injections (solvent) / Bopa nas HHbeKIMii (PaACTBOPHTEIB)
TESTS / IIOKA3ATEJHA SPECIFICATIONS / HOPMbI ]'

Description /Onucanne

Visible particles /
Buoumwie vacmuynt

Clear, colourless Hquid without odor. /
Mpozpaunas GecliBeTHAA JKHUTKOCTH O3
3anaxa.

RESULTS / PE3YJBTATHI

Complies / CooTBeTcTByET

Particulate matter / MexaHn4ecKkne BRIKNYEHHA

Should be absent. / JIon&HBI OTCY TCTBOBATE.

Absent / OTcyTCTBYIOT

Sub visible particles /
Heesudumeie yacmuyet

=10 pm particles /

>25 um particles /

yacTHll pasMepoM > 10 Mkm

YaCTHI] PA3MEPOM = 25 MKM

Not more than 6000 particles per ampoule; /
He 6omee 6000 Ha ammyny;

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

10

Acidity and alkalinity /

I KHCcI0THOCTE H LIIEJI0UYHOCTD

Test sample should pass the test. /
HcnpiTyeMenii obpazen J0KCH BLIACPKHBATH
UCIIBITAHHE,

Reducing substances /
BocceTanasanBalomne
BENIECTBA

~Carbon dioxide
Yraepoaa aHokens

Chlorides/ Xnopuasi
Nitrates and Nitrites/

HﬂTpEITbI H HUTPHTHI

Test sample should pass the test. /
HcnwiTyemMelii oOpazelt JOMDKeH BBLIEPIKUBATD
HCIbITAHHE.

No turbidity should be observed within 1 hour.
/ He pomkHO OBITE IOMYTHEHHA B TEYESHHE
1 gaca.

Complies / CootseTcTRYCT

Complies / EOOTBETCTByET

Complies / CooTBETCTBYET

Not more than 0.5 ppm. / He Gonee 0,5 ppm.

Not more than 0.00002 % (0.2 ppm). /
He Bonee 0,00002 % (0,2 ppm).

Sulphates / Cyabgatbi

No turbidity should occur within not less than
1 h. /B TedeHue He MeHee | yaca He JOJIKHO
HabNrZaTECS TIOMYTHEHHE,

<0.5 ppm
<0.00002% (<0.2 ppm)

Complies / CooTBeTcTBYET
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(R GENSENT

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJTM3A

TESTS / IOKA3ATEJIHA

| SPECIFICATIONS / HOPMBI

RESULTS / PE3VJIBLTATEI |

Ammonium / AMMoHmHii

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

<(.6 ppm

Caleium and magnesium /
Kaabnonit 1 Maramii

Pure blue color should be observed (without a
violet hue). / ToyokHO HabmoAaTbesa YHCTO
CUHCe oKpatHBanne (He3 dHoneToBoro
OTTEHKA).

Complies / CoorBeTcTBYCT

Heavy metals/ Tmrensie
MEeTAJIBI

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 6onee 0,004%. 0.000 %
Cyxoii ocTaTok

Conductivity / Not more than 25 pS/cm. / 6 uS/em./
DNEKTPOHPOBOHOCTE He G6onee 25 mxCu/cm. 6 MKCM/cM.
Extractable volume / Not less than label claim {not less than 2 ml). / 2ml/
H3paexaemsplii 06beM He menee HoMuHasbHOTO (He Menee 2 M) 2 Mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025EU/mL/
BaKTepuanbHbie YHIOTOKCHHL | injections. / He Gonee 0,25 ED/M Bos s <0.25E3/mMn

HHBEKIIHIA.

'_Sterility { CrepuiabHOCTD Should be sterile. / lonxua GITh cTEpHIBHOIL Sterile / CrepuirHo.
Packaging / Yiaxoska Primary package Primaigg 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. /
Tlepeuunag yvmakorka

Io 2 mn pacTeopuTend (Boja AN WHBEKIHIA) B
amnyny u3 QecusetHoro crekna, tan 1. Ha
BepxHeH YacTH amnysel HaHeceHa TOUKA
Pa3noMa OpaHKeBOTO [[BETA.

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. /
TlepBryHasn \ AKOBKa

ITo 2 mn pactBopuTens (roja s
HHBEKLHH) B amIyiny u3
Oecuserdoro crexnma, Tum 1. Ha
BCpXHER 3acTH ammyisl HaHeceHa
TOYKA [1a3J10Ma OPaHKEBOTO IBETA.

Shelf-life / Cpox roanoctn

5 years. / 5 ner.

Assessment: / 3amouenne:

The batch complies with the specifications according to ND JIC-000295-160721. /
CepHst COOTBETCTBYET TPeGOBAHHIM HOPMATHEHOTO JokymenTa JIC-000295-160721,

Ali Ethemoglu
Quality Control Supervisor

onbtralp o)
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GEnseNT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaunmenoBaHuHe npenapata Bopa a1 mEbeKumii (pacTBopHTEIB)
Batch no./ Homep cepun 2217
Amount of product per batch / Pasmep 91369
cepHH
Date of Control / TaTta anannza 12/2022
Manufacturing date / {ata npoussoacTBa 09/2022
Expiry date /Tara oxon4anus cpoka 08/2027
TOTHOCTH
Water for injections (solvent) / Boga ana unnexumii (pacTBOpHTEIB)
___ TESTS / MTOKABATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATHI |
Description /Onucanue Clear, colourless liquid without odor. / Complies / CootseTcTBYET

ITpo3spauHas HecLBeTHAA KUAKOCTh Ge3
3araxa.

Particulate matter / MexaHn4yecKHe BRIICUCHHS

Visible particles / | Should be absent. / JIOJDKHE] OTCYTCTROBATS. Absent / OTcyTcTBYIOT
Buoumsre yacmuye:
Sub visible particles /
Hesuoumole uvacmuym
=10 pm particles / Not more than 6000 particles per ampoule; / 23
qacTHI pasmepoM = 10 mxm | He Gosee 6000 Ha amnyay;
>25 um particles / Not more than 600 particles per ampoule. / 0

HaCTHIL Pa3sMEPOM = 25 MKM

He 6onee 600 na ammyny.

Acidity and alkalinity /

KuchornoeTs o MeJ0OYHOCTS

Test sample should pass the test. /
HcnpiTyemslit ofpasew 1okeH BELIEPKHBATE
HCTIBITAHHE,

Complies / CooTseTcTBYET

Reducing substances /
BocceranaBaneaimue
BCIIECTBA

Test sample should pass the test. /
HcnbityeMeiil ofpasell JOMKCH BhLIEPKHBATh
HCNBITAHHE.

Complies / CooTreTcTBYET

“Carbon dioxide

¥Yraepona IHoKeng

| No turbidity should be observed within 1 hour.

/ He ROMKHO OBITh IOMYTHEHHA B TEMEHHE
1 gaca.

Complies / CootseTcTBYET

Chlorides/ Xnopuaet

Not more than 0.5 ppm. / He Gonee 0,5 ppm.

<0.5 ppm

Nitrates and Nitrites/

HuTpaTh! H HHTPUTEI

Not more than 0.00002 % (0.2 ppm). /

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

<0.00002% (<0.2 ppm)

Sulphates / Cyangatel

. No turbidity should occur within not less than

1 h. /B Teqenue ne meree 1 yaca He JOMKHO
Hab/I0AaTEC MOMY THEHHE,

Complies / CooTBeTCTBYeT
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eEse

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

. TESTS / TIOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATBI

Ammoniuom / AMMonuii

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

<0.6 ppm

Calcium and magnesinm /
Kajasmii u Marnmii

Pure blue color should be observed (without a
violet hue). / Jloinkno HaGnrogatees uneTo
CHHES oKpaimHEeanue (0e3 duomeToBoro

| orTenka).

Complieg/ Coorsetcteyer

Heavy metals/ Tskenble
MeTaJLIbI

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
colorless glass ampule type T with an orange
one-poini-cut at the top of the ampule. /
NepputiHad vakoeka

Ilo 2 mn pacTeOpuTens (Boma mis HHBCKIIHH) B
aMnyny u3 OecuBeTHoro crekna, tum I Ha
BepxHell vYaCTH aMnylkl HAHECEHA TOUKa
pasiaoMa OpamKeBoro [BETA.

‘Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxoii ocTaTok
Conductivity / Not more than 25 puS/cm, / 6 pS/em./
NEeKTPONPOBOJHOCTE He Gonee 25 MxCm/cm. 6 MECM/cM.

' Extractable volume / ‘Not less than label claim (not less than 2 ml). / 2ml/
HsBaekaembrii 06bem He meHee nHoMuBaTBHOTO (He MeHee 2 MiT). 2 M
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25EU/mL/
BakTepuanbLHbIe YHZOTOKCHHLI | injections. / He Somee 0,25 ED/mn Bomp! s <0.25ED/mMn

HHBEKITHIA.
Sterility / CrepniabHocTh Should be sterile. / JlomxHa GBITE CTEPHIBHOI. i Sterile / CrepuarHo.
Packaging / Ynakoska Primary package N 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. /
IepBrunas yriakoska

ITo 2 mn pactRoputens (Boma ans
HHBEKIMH) B amnyny — u3
GecupetHoro crekna, tam . Ha
BCPXHEH 4YacTH aMIynsl HaHeceHa
| TOUKA {3a3/10Ma OpaH;KEBOT0 11BETA.

Shelf-life / Cpox roanocTn

5 years. / 5 ner.

Assessment: / 3aKIroduenue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepnst cooTeeTcTBYeT TpeGOBAHUIM ROPMATHEHOIO nokymenTa JIC-000295-160721.,

Ali Ethemoglu
Quality Control Supervisor

onbe Gk D

yslor. AT i

=

)

e

rd

) e —
fra Sl - N
Py P/ Y

tac Sanayilde icaret A.S.

C

2/2



