K3 GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HaumeHoBaHue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepuu

Date of Control / laTa ananu3a

Manufacturing date / lata
MPON3BOACTBA

Expiry date /IaTa oxoH4aHusI
CPOKA r'OAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE/®, inoduiau3ar Aj1s NpUroToBJIeHHs] pacTBopa A1

HHbEKIHiA, 20 Mr
21M23121A

40.926,000

02.2022
12.2021

11.2024

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMBbI

RESULTS/
PE3YJBTATBI

Appearance / Onucanue

Yellow with greenish tint lyophilized powder. /
JInopunu3NpoBaHHBIl TOPOIIOK JKENTOro ¢
3€JIeHOBaThIM OTTEHKOM IIBETa.

Complies / CooTBeTCTBYET

Identification / IlogauHHOCTD

Tenoxicam by HPLC /
Tenoxcukam (B37KX)

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
yIepKUBaHHs NUKa  TeHOKCHKaMa  Ha
XpomarorpaMme HCIIBITYEMOTO pactBopa
JIOJDKHO COOTBETCTBOBATh BpEMEHH
yIepKUBaHUS MAKa  TeHOKCHKaMa  Ha
XpoMaTrorpaMMme CTaHIapTHOTO pacTBopa (CM.
«PoxcTBeHHbIE TIPUMECH», ompeneneHue
€OUHUYHBIX TIpUMECel M CyMMBI TIpUMecei
(254 HM)).

Complies / CootBeTcTBYET

Tenoxicam by UV-
spectrophotometry / Tenokcuxam
(Y-
cnekmpoghomomempuyeckuii)

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). / VYd-cmekTp
TIOTJIOLICHHUS HCITBITY EMOTO pacTBopa,
TIPUTOTOBJIEHHOTO ISt KOJIMYECTBEHHOTO
onpeneneHus, B obnactu ot 230 um mo 400 aM
JOJDKEH UMETh MaKCHMYMBI TIpH UIMHAX BOJH
257 + 2um, 285 £ 2HM m 368 + 2 HM (cM.
«Konu4ecTBeHHOE ONpENENIEHUE TEHOKCHKAMay ).

Complies / CooTBercTBYET
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SSGPh

GENSENTA PHARMA
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A
RESULTS /
TESTS / MTOKA3ATEJIN SPECIFICATIONS / HOPMBI PE3YJIbTATHI
Sodium metabisulfite / 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. / Bpems ynepkuBaHus IHKa
Hatpusi Mertabucyns(ura Ha XpomaTrorpamme
HCTIBITYEMOTO pacTBopa TOTDKHO
COOTBETCTBOBATh BPEMEHH YACP/KHBAHHA IHKa
HaTpusi MeTabucynbdura Ha Xpomarorpamme
cTaHmapTHoOro pactBopa (cM. «KommuectBeHHOE
oTpesieNieHe HATpUs MeTabuCybhuTay).

Hampusa memabucynvghum

Complies / CooTBeTCTBYET

Not more than 60 seconds. / He Gomnee 60
CEeKYHII.

Dissolving time / Bpems
pacTBOpeHus

13 sec/ 13 cex

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

Appearance of Reconstituted
solution / Onucanue
BOCCTAHOBJIEHHOT'0 PACTBOPA

JIOJDKEH PacTBOPATHCS IIOJTHOCTHIO ¢ | Complies / CooTBeTcTBYET
OTCYTCTBMEM HEpPaCTBOPEHHBIX 4acTHl, 0Oe3
BUAUMBIX MEXaHWYECKHX BKIIOUEHHi. PactBOp
JIOJKEH OBITH TIPO3PAYHBIM.
Solution clarity / The product solution should be clear. / PactBop .
Complies / CooTBeTCTBYET
Mpo3pauyHocTs pacTBOpa npemnapara JOJKeH ObITh PO3pavuHbIM.
Solution Color / The product solution should not be more
L{BeTHOCTH pacTBOpa intensively colored than the reference solution .
Complies / CooTBeTCTBYET
GY . / CteneHb OKpacKky pacTBOpa Ipemnapara He
JIOJDKHA MPEeBBILATh STaioH GY).
pH 7.5 10 10.0./ Ot 7,5 mo 10,0. 9.1
Particulate matter / MexaHnueckune BKIIOYeHHUsI
Visible particles / Should be absent/ JIoiKHBI OTCYTCTBOBATh Absent /OTCyTCTBYIOT
Buoumvie yacmuywl
Subvisible particles /
Heesuoumvie yacmuywl
>10 pum particles/ Not more than 6000/vial; / 37/ vial
Yacrurg pasmepoM > 10 MxM He 6onee 6000 Ha ¢makow; 37 / ¢pnakoH
>25 pm particles/ Not more than 600/vial. / 0/ vial
YacTuil pasMepoM > 25 MKM He 6onee 600 Ha ¢akoH. 0/ ¢pnaxon
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K3 GPh

GENSENTA PHARMA
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A
TESTS / IOKA3ATEJIN I SPECIFICATIONS / HOPMbI | RESULTS /PE3YJbTATHI
Related substances / PoacTBenHble mpuMecH
2-aminopyridine / Not more than 0.5 %; / He 6omee 0,5 %; Below LOQ (LOQ = 0.05 %) /
2-aMAHOTIUPUINH Hwxe npenena KOJIN4eCTBEHHOTO

= [V)
Individual unidentified impurity / Not more than 0.5 %; / He 6onee 0,5 %; onpepenenmi (KO = 0.05 %)

Enaranas Below LOQ (LOQ = 0.05 %) /
HCHICHTHQMIMPOBAHHA PAMECH Hmke npeniena KOTHIECTBEHHOTO
Total impurities / Not more than 1.0 %. / He 6onee 1,0 %. onpezenenus (ITIKO = 0.05 %)

Cymma npumeceit Below LOQ (LOQ = 0.05 %) /
Hwxe nmpezena KOINYECTBEHHOTO

onpenererns (ITKO = 0.05 %)

Uniformity of dosage units / The Acceptance value (AV) should be not AV=0.7 (n=10)
OnHopoaHOCTb 103HPOBaHHS more than 15.0. / IToxazarens

npuemsieMoctd (AV) pomkeH ObITh He

6otee 15,0.
Water /Boaa Not more than 3.0 %. / He 6onee 3,0 %. 1.0 %
Bacterial endotoxins / Not more than 1 EU/mg of tenoxicam. / <0.128 EU/mg /
BaxkrepnajbHbie JHAOTOKCHHDI He 6onee 1 EQ/Mr TeHOKcHKaMa. <0.128 EQ/ mr
Sterility /CtepuibHocTh Should be sterile. / JlomxkeH OBITH

Sterile / Ctepunen
CTEpUJIbHBIM.

Assay / KojinuecTBeHHOE onpejiejieHue

Tenoxicam / Tenokcuxkam 90.0% to 110.0% of Ci3H1iN304S;
(tenoxicam) of label claim. / Ot 90,0 % mo

V]
110,0% CisHiN30sS; (TeHoKcHKam) o 100.5%
HOMHHAIBHOTO CONEPKaHMS.
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite
Hampusa memabucynvpum of the label claim. / Ot 85,0 % mo 110,0 % 98.6 %
HaTpusi MeTabHCyTb(HTa OT HOMUHAIEHOTO ’
COZlepIKaHuUsl.
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&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIM3A

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. /
IlepBrunas ynakoBka

Ilo 20 Mr teHokcukama BO (MIakoH M3

OeCIBETHOTO CTeKIa THII I
YKYIIOPEHHBIN npoOKoi u3
OpoMOyTWIOBOM  pe3WHBl,  00KaTOit

AJIIOMHUHUEBBIM KOJINIAYKOM C KOHTPOJIEM
INEPBOIr0 BCKPBITUA H IUIACTUKOBBIM

TESTS / MTOKA3ATEJIHA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI
Package / YnakoBka 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. /
IlepByyHasg ynakoBka

ITo 20 mMr TeHokcukaMa BO (pakoH u3

OecLBETHOTO cTeKIa THII 1
YKYHOPEHHBI npoOKoit u3
OpoMOYTIIIOBOM  pe3WHbI,  0OXKaToi

AUTIOMHUHHEBBIM KOJIITAYKOM C KOHTPOJIEM
NEPBOTO BCKPBITHA W IUIACTUKOBBIM

KOMILJICKTA

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. /

BropnyHasi ynakoBKa

IIo 1 ¢makony c mpemapatomM u 1
ammyJje ¢ pacTBOpPUTENEM IOMEHIAIOT B
KacceTy U3 NOJMBUHWIXIOPHIA.

Ilo 3 ¢makona ¢ mpemapatoMm u 3
aMITyJibl C PacCTBOPHTEIEM MOMEILAIOT B
KacceTy U3 TONMHBUHIIXIIOPUTIA.

1 kaccery BMecTe C WHCTPYKIMEW IO
IPUMEHEHMIO TOMEIAl0T B IadKy

KapTOHHYIO.

TTIACKOM TIOBEPX ATOMHHHEBOTO | AUCKOM TIOBEPX ATIOMHUHHUEBOTO
KOJITayKa. KOJIaJKa.
Shelf-life/ Cpox roanoctu 3 years. / 3 rona.
KIT / KOMILUIEKT
TESTS / TIOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATHI
Kit package / ¥Ymnakoska | Secon ackage 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

Ilo 3 ¢nakona c¢ mpemapatoM # 3
aMITyJIbl C PACTBOPUTENIEM TIOMELIAIOT B
KacceTy U3 HONMBHHWIXIOpHma. 1
Kaccery BMECTE C HHCTpyKOueil 1o
NPAMEHEHNI0 TMOMENIaloT B IauKy

KapTOHHYIO.

Labeling/ MapkupoBka

According to the ND. / B coorBeTcTBHI
C HOPMaTHBHOH TOKyMEHTALAEH.

Complies as prescribed / CooTBeTCTByeT
TpeOOBAHISM
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83 GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

Kit storage /
XpaneHune KOMIJIEKTa

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. /

Jlnsa yrmakoBku 1o 1 dJ1akoHy ¢ nmpenapaToM M 1 amiyJie ¢ paCTBOPUTENEM B
KacceTe:

B opurnHanpHO#t yrakoBKe ((IakoH ¢ IpernapaToM U aMITysa C paCTBOPUTENEM B
Tayuke) IpH TemIiepatype He Bomue 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. /

Jlnst vmakoBKM 110 3 (i1aKoHA ¢ rpernapaToM M 3 aMivJibl C paCTBOPHUTENIEM B
Kaccere:

B opurnnansHOlM ynakoBke ((pakoHBI ¢ IpenapaToM ¥ aMITyJibl C PACTBOPUTENEM B
mayke) mpy TeMmneparype He Bbiie 25 °C.

Kit shelf life /
CpoK roHOCTH KOMILIEKTA

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roga. Cpok rogHOCTH KOMILIEKTA OTPEAENSIETCS CPOKOM TOAHOCTH
JIEKAPCTBEHHOTO TIpenapara [yisi MEAULUHCKOTO IPUMEHEHHSI.

Assessment: / 3aKIOYEHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust COOTBETCTBYET TPpeOOBaHUSIM HOpMAaTUBHOTO TokyMeHTa JIC-000295-160721.
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HaumenoBaHue npenaparta Bona aas unbexuHii (pacTBOpHTEb)
Batch no./ Homep cepun 12D10
Amount of product per batch / Pasmep 91101
cepun
Date of Control / laTa ananusa 02/2022
Manufacturing date / [{lata npon3sBoacTsa 04/2021
Expiry date /{aTa okoHYaHHS CPOKa 03/2026
rOAHOCTH
Water for injections (solvent) / Bona nJist uHbexkuHii (PacTBOPHTEJIb)
TESTS / TTIOKA3ATEJH SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTAThBI
Description /Onucanne Clear, colourless liquid without odor. / Complies / CooTBETCTBYET
Tpo3paunast GecrBeTHAs JKUAKOCTH 6e3
3amaxa.
Particulate matter / MexaHH4ecKHe BKJIIOYEHHSs
Visible particles / Should be absent. / JIoJKHBI OTCYTCTBOBATb. Absent / OTCyTCTBYIOT
Buoumvie yacmuywr
Sub visible particles /
Heguoumvie wacmuyvi
>10 pm particles / Not more than 6000 particles per ampoule; / 19
yactui] pasmepoM > 10 Mmxm | He 6onee 6000 Ha ammyiy;
>25 yum particles / Not more than 600 particles per ampoule. / 2
yacTuil pasmepoM > 25 Mmkm | He 6ornee 600 Ha ammyity.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCTBYET
KucJioTHOCTB M IIEJ04YHOCTD HcnbiTyeMsiii 06pasell T0KeH BhIIEpKHBaTh
HCIIBITAHUE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTCTBYET
BoccranasauBaromme HcneiTyeMsiii 06paser T0KeH BbIICPXKHBATh
BellecTBa UCTIBITAHUE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET
Yraepoaga AuoKkcHI / He momxHO OBITh TIOMYTHEHNS B T€UCHUE
1 yaca.
Chlorides/ Xaopuabi 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 HUTPHTBI He 60siee 0,00002 % (0,2 ppm).
Sulphates / CyabdaTbi No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h. / B TeueHne He MeHee 1 yaca He TOHKHO
HaOJIIOAATHCH IOMYTHEHHE.
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIM3A

TESTS / TOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJBTATHI
Ammonium / AMMOHH#H Not more than 0.6 ppm. / He 6osiee 0,6 ppm. <0.6 ppm
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTCTBYET

Kaapumii 1 Marauii

violet hue). / JlomxHO HabMOAATHCA YUCTO
cuHee okpammBanue (6e3 $proneToBoro
OTTEHKa).

Heavy metals/ Tsxennie
MeTaJLIbI

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

<0.00001 % (<0.1 ppm)

Residue after evaporation / Not more than 0.004%. / He 6o1ee 0,004%. 0.000 %
Cyxoii ocTaTox

Conductivity / Not more than 25 pS/cm. / 2 uS/cm./
J1eKTPONPOBOAHOCTL He 6onee 25 MkCwm/cM. 2 MkCMm/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3Baekaemblii 00bemM He MeHee HOMHHAIBHOTO (HE MEHee 2 MII). 2 mMn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
BakTtepnaibHbie SJHI0TOKCHHBI | injections. / He 6omnee 0,25 ED/Mi Boaw! s <25ED/wMn

HHBEKITHIA.

Sterility / CtepuibHocTb

Should be sterile. / lomkHa GBITH CTEpHIIBHOM.

Sterile / CrepunbHo.

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 Mx pacTBopuTeNs (BoJa IUIsi MHBEKINIA) B
ammyny w3 OecuerHoro crekna, tunm [. Ha
BepXHeil uacTH aMmyJibl HaHeceHa TOodYKa
paziiomMa OpaHKEBOTO 1IBETA.

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 It
WHBEKIMI) B aMmyily W3
OecuperHoro crekia, ThHn 1. Ha
BEpXHel 4YacTH aMITyJbl HaHeceHa
TOYKA Pa3jioMa OPaHKEeBOTO [BETA.

Shelf-life / Cpox rognoctu

5 years. / 5 ner.

Assessment: / 3axiroueHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYET TpeOOBaHMAIM HOpMAaTUBHOTO HoKyMeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJ/IN3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenaparta Boaa nast uHbexumii (pacTBOPHTEIb)
Batch no./ Homep cepuu 12D11
Amount of product per batch / Pazmep 91624
cepHun
Date of Control / lata anaiau3a 02/2022
Manufacturing date / lata npousBoacTsa 04/2021
Expiry date /IaTa oxoH4YaHHUs1 cCPOKa 03/2026
TOAHOCTH
Water for injections (solvent) / Boga aist nHbexuuii (pacTBopuTeib)
TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATHI
Description /Onncanue Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET
ITpo3paunas GecrBeTHAs KHUIKOCTE O0€3
3amaxa.
Particulate matter / MexaHn4ecKue BKJIIOYeHHS
Visible particles / Should be absent. / JIomXHBI OTCYTCTBOBATb. Absent / OTCYTCTBYIOT
Buoumwre yacmuypwi
Sub visible particles /
Heguoumvlre yacmuypr
>10 um particles / Not more than 6000 particles per ampoule; / 1
yactul pasMepom > 10 MM | He Gonee 6000 Ha ammyiy;
>25 pum particles / Not more than 600 particles per ampoule. / 0
gacThIl pasMepoM > 25 MkM | He Gonee 600 Ha ammyity.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCTByET

Kucja0THOCTD H IIEJI0YHOCTD

HcnpiTyemblii 0Opasell TOIKEH BhIIEp/KIBaTh
UCTIBITaHUE.

Reducing substances /
BoccranaBauBaromme
BelllecTBa

Test sample should pass the test. /
HcnsiTyemblii o6pazen 1OMKEH BBIIEPKUBATH
HCIIBITAaHUE.

Complies / CooTBeTCTIBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

Yriepoaa AMOKCU / He mOMKHO OBITh IOMYTHEHUS B TEUEHHE

1 yaca.
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)
Hurtpatbl H HHTPHTBI He 60nee 0,00002 % (0,2 ppm).
Sulphates / CyabgaTtbi No turbidity should occur within not less than Complies / CooTBETCTBYET

1 h. / B Teuenne He MeHee 1 yaca He JOJDKHO
HaOJFOIaThCs TIOMYTHEHHE.
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

TESTS / TIOKA3ATEJIN

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATHI

Ammonium / AMMOHHI

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

<0.6 ppm

Calcium and magnesium /
Kanbumii 1 Maraumii

Pure blue color should be observed (without a
violet hue). / JloyokHO HaOMIOAATHCS YHUCTO
cHHee okparnrBaHue (6e3 (proIeToBoro
OTTEHKA).

Complies / CooTBETCTBYET

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

MeTaJLJIbI He 6omnee 0,00001 % (0,1 ppm).

Residue after evaporation / Not more than 0.004%. / He 6o1ee 0,004%. 0.001 %

Cyxoii ocraTok

Conductivity / Not more than 25 pS/cm. / 13 puS/em./

DJIeKTPONPOBOAHOCTH He 6onee 25 MmxCm/cM. 13 MxCwm/cM.

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

H3BJexaeMblii 00bem He MeHee HOMUHATBEHOTO (HE MEHee 2 MIT). 2wMn

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

BakTepuaJjbHble JHIOTOKCHHBI | injections. / He 6omnee 0,25 EQ/Mn Bop! ans <25 ED /mMn
WHBEKIINA.

Sterility / CTepnabHocTh Should be sterile. / [lomkHa OBITH CTEPUIIBHOI. Sterile / CtepuibHoO.

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. /
IlepBuynas ynakoBka

ITo 2 M pactBopuTes (Boxa Uil HHBEKLMI) B
ammyiny w3 OecuerHoro crekna, tin I. Ha
BEpXHEl YacTH aMIlyJbl HaHECeHa TouKa
pasyioMa OpaHXXeBOTO IL[BETA.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type 1 with an orange one-
point-cut at the top of the ampule. /
IlepBr4Has ynmakoBKka

ITo 2 mn pacrBOpuTens (Boma A
WHBEKIOMI) B aMmmyiay U3
OecierHoro crekia, tun 1. Ha
BEpXHEll YacTH aMITyJibl HaHeceHa
TOYKA pa3jioMa OPAaHKEBOT'O LIBETA.

Shelf-life / Cpok roasocTu

5 years. / 5 ner.

Assessment: / 3aKkJIIOueHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYET TpeOOBaHUAM HOpMAaTUBHOTO NoKyMeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor
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