CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HaumeHoBaHHe NIpenapara

Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepun

Date of Control / laTa anannza

Manufacturing date / lata
NPOU3BOACTBA

Expiry date /1aTa oxoH4aHus
CpOKa roJHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg/

TEKCAPEA®, anoduaun3at A5 NPUTOTOBJCHHSI PacTBOpa 1Jist

HHBbEKIHii, 20 Mr
21L21441A

39.542,000

02.2022
12.2021

11.2024

TESTS / TIOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS /
PE3YJbTATHI

Appearance / Onucanne

Yellow with greenish tint lyophilized powder. /
JInopunu3nNpoBaHHBIA IOPOLIOK JKEIATOro ¢
3€JIeHOBaTHIM OTTEHKOM L(BETA.

Complies / CootBeTcTBYET

Identification / IlogiMHHOCTD

Tenoxicam by HPLC /
Tenoxcuxam (BIXKX)

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
yIepKUBaHHUS nuka ~ TEHOKCHKamMa  Ha
XpoMaTorpamMme HCTIHITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBAaTh BPEMEHH
yaepKHBaHWS ~ TNHKa  TEHOKCHKaMa  Ha
XpOMarorpaMme CTaHIApTHOTO pacTsopa (CM.
«PoncTBeHHbIE MPUMECH», orpeieNieHIe
€IMHUYHBIX [IpUMeceli W CyMMBI IpuMeceil
(254 um)).

Complies / CooTBeTCTBYET

Tenoxicam by UV-
spectrophotometry / Tenoxcukam
(Yo-

cnexmpoghomomempuseckuil)

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). / VY®-cmekrp
MOTJIOLICHHS HCTIBITYEMOTO pacTBopa,
MPUTOTOBJIEHHOTO A KOJIMYECTBEHHOTO
onpenenenus, B oonactu ot 230 HM 10 400 HM
JOJDKEH MMETh MAKCHMYMBI NPH JUIMHAX BOJH
257 + 2um, 285 + 2uM u 368 £ 2HM (oM.
«KonuecTBEHHOE ONpeeieHHe T HOKCHKaMa ).

Complies / CooTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

RESULTS /
TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMBI PE3YJIBTATHI
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 IHKa
Hatpuss MerabucynppuTa Ha XpOMaTrorpamme
HCTIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMEHU YAEPKMBAHMSA IHKa
Hatpus MeTalOucynbGuTa Ha XpOMaTorpamMme
craHmaptHoro pactBopa (cM. «KomuuecTBeHHOE
onpeneneHe HaTpyus MeTabuCyIb(uTar).

Complies / CooTBeTcTBYET

Dissolving time / Bpemsi
pacTBOpeHHs

Not more than 60 seconds. / He Oomee 60
CEeKyH[I.

20 sec / 20 cex

Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJIEHHOTO PacTBOPA

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / IIpenapar
JOJDKEH pacTBOPATHCA TIOJTHOCTBIO c
OTCYTCTBUEM HEPACTBOPEHHBIX dacTHl, 0e3
BHIMMBIX MEXaHHWUYECKMX BKJIIOYeHHH. PacTBop
JIOJDKEH OBITh IIPO3PauHBIM.

Complies / CooTBeTCTBYET

Solution clarity /
Ipo3payHoCTL pacTBOpa

The product solution should be clear. / Pactsop
Tnperapara Jo/KeH OBITh MIPO3PauHbIM.

Complies / CooTBeTCTBYET

Solution Color /
IlBeTHOCTHL pacTBOpa

The product solution should not be more
intensively colored than the reference solution
GY ./ CTeneHb OKpacKy pacTBOpa mpenapara He
JIOJDKHA TpeBBIaTh 3TanoH GY .

Complies / CooTBETCTBYET

pH 7.5 10 10.0. /Ot 7,5 no 10,0. 9.0
Particulate matter / Mexanu4eckue BKJIIOYEHHUsI
Visible particles / Should be absent/ JIoyKHBI OTCYTCTBOBATh Absent /OTcyTCTBYIOT
Buoumveie uacmuypr
Subvisible particles /
Heesuoumvie vacmuybol
>10 pm particles/ Not more than 6000/vial; / 28 / vial
Yacruil pazMepoM > 10 MkM He Gosee 6000 Ha ¢iakos; 28 / pnaxon
>25 pm particles/ Not more than 600/vial. / 0/ vial
YacTuil pa3MepoM > 25 MKM He Gonee 600 Ha drakon. 0/ pnaxon
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / HOKA3SATEJIA

| SPECIFICATIONS / HOPMBI

| RESULTS / PE3YJIbTATBI

Related substances / PoncreeHnble npaMecH

2-aminopyridine /
2-aMHUHOTIUPUANH

Individual unidentified impurity /
Envunnunas
HEeHUAEHTH()UIMPOBaHHAs IPUMECh
Total impurities /

Cymma npumeceit

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

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

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

Below LOQ (LOQ = 0.05 %) /
Hmxe npenena KOITUIECTBEHHOTO
omnpenenenud (TTKO = 0.05 %)

Below LOQ (LOQ = 0.05 %) /
Hwxe npeznena KOIMUECTBEHHOTO
onpenenenns (IIKO = 0.05 %)
Below LOQ (LOQ = 0.05 %) /
Hike npezena KOIMIECTBEHHOTO
omnpenenenns (ITKO = 0.05 %)

Uniformity of dosage units / The Acceptance value (AV) should be not AV=1.5 (n=10)
OIHOPOXHOCTH A03HPOBAHUS more than  15.0. /  Ilokasarens

npuemiemoctd (AV) nHobkeH OBITH He

6onee 15,0.
Water /Boaa 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 /

Bam‘epuaﬂbﬂue JHAOTOKCHHbI

He 6onee 1 ED/MT TeHOKCHKaMa.

<0.128 ED/ mMr

Sterility /CrepnabnocTb

Should be sterile. / JlomwkeH ObITh

Sterile / Crepunen
CTEPUIILHBIM.
Assay / KoanuecTBeHHOE onpeaeieHne

Tenoxicam / Tenokcuxkam 90.0% to 110.0% of CisH1iN304S2
(tenoxicam) of label claim. / Ot 90,0 % mo 99.6 %
110,0 % Ci3H11N304S; (TeHOKcHKam) OT D70
HOMMHAJIBHOTO CONEPIKaHUs.

Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite

Hampus memabucyarvpum of the label claim. / Ot 85,0 % mo 110,0 % 94.5 %

HaTpus MeTabuCyIb(GUTa 0T HOMHHAJIBHOTO
COIepKaHMs.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJBTATHI
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. /
TlepBuyHas ymakoBKa

ITo 20 Mr TeHOKcukama BO (uiakoH H3

OeCIBETHOTO cTeKna THII I,
YKyTIOpEHHBIH npoOKoH u3
GpoMOYTHIIOBOM  pe3WHbBl,  00KaToi

AJIIOMHUHHWEBBIM KOJINAYKOM C KOHTPOJIEM
NepBOro BCKPBITUA W IUIACTUKOBBIM

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. /

IlepBryHas yrnakoBKa
ITo 20 Mr TeHokcHKama BO (UIakoH H3

OECIBETHOTO crekia THII I,
YKYTIOPEHHBII nipoOKoii u3
OpoMOyTIITOBOH  pe3mHbl,  00OXaToH

AIIOMUHHUEBBIM KOJIMAYKOM C KOHTPOJIEM
IIEPBOTO BCKPBITHA W IUIACTUKOBBIM

JIVICKOM ToBepX AFOMHHUEBOTO | JHUCKOM HOBEPX TIOMHUHHEBOTO
KOJIITauKa. KOJITIayKa.
Shelf-life/ Cpox rogHocTH 3 years. / 3 rona.
KIT / KOMILJIEKT
TESTS / HOKA3ATEJIH SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATbDI

Kit package / YnaxoBka
KOMILJIEKTa

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. /

BropuyHas ynakoBKa

Ilo 1 ¢nakony c mpemaparoM u 1
aMITyJie ¢ pacTBOpHUTENIEM NOMEIIAIOT B
KacceTy U3 MOJMBHHIIXJIOPHA.

Ilo 3 ¢makona c mnpenapatoM Hu 3
aMITyJIbl C PaCTBOPHTENEM IIOMEIIAIOT B
KacceTy 3 TOJMBHHILTXIIOPHAA.

1 xacceTy BMeCTe C HMHCTPyKLHMEH IO
MPUMEHEHHIO TOMEIAIOT B MAYKy

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

Ilo 3 ¢makona ¢ npemapatoM ©u 3
aMITyJIbl C PACTBOPUTENEM MOMEILAIT B
KacceTy W3 TOJNMBHHWIXJIOpHAa. 1
KacceTy BMECTE€ € WHCTpyKLIMed 1o
TMPUMEHEHUIO TIOMENAIOT B Mayky

KapTOHHYO.

Labeling/ MapxkupoBka

According to the ND. / B cooTBeTcTBHHI
C HOpPMaTHBHOI JOKyMEHTaLUEH.

Complies as prescribed / CooTBeTCTBYET
TpeOGOoBaHIAM
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Kit storage / For configuration with 1 filled vial and 1 ampoule with a solvent in a cassette:
XpaHeHHe KOMILIEKTA

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

Jlns ynakoBky o 1 dutakoHy ¢ nmpenapaTtoM M 1 amiyJie ¢ paCTBOPUTENIEM B
Kaccerte:

B opuruHaibHOM yrnakoBke ((JIakoH ¢ IpenapaToM M aMITyJia ¢ PaCTBOPUTENEM B
nayke) mpy Temneparype He e 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. /

JUig viiakoBkM 110 3 y1akoHa ¢ mpenapaTroM U 3 aMrIyJibl C PACTBOPUTENIEM B
KacceTe:

B opuruHanpHO# ynakoBKe ((1aKoHbI ¢ PENapaToM K aMITyJibl C PACTBOPHTENEM B
nayke) Npy Temneparype He Boie 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpox roaHocTi KommiekTa | human use. / 3 roga. Cpok roHOCTH KOMILIEKTa ONPEAEINSETCS CPOKOM FOJHOCTH
JIEKAPCTBEHHOTO TIpenapara Il MEAUIMHCKOTO IPUMEHEHHS.

Assessment: / 3akmouenne: The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYET TpeGOBaHHAM HOpMaTHBHOTO fokyMenTa JIC-000295-160721.
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KS GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Bopa nast uHbeKuHii (pacTBOPHTEIb)
Batch no./ Homep cepun 12D3
Amount of product per batch / Pazmep 91239
cepuH
Date of Control / IaTa anannsa 11/2021
Manufacturing date / [iata npousBoacTsa 04/2021
Expiry date /[lata okoH4aHHs CPOKa 03/2026
TOAHOCTH
Water for injections (solvent) / Bona nas manexumii (pacTBopuTein)
TESTS / TIOKA3ATEJIH SPECIFICATIONS / HOPMBI RESULTS / PE3YJBTATHI
Description /Onucanne Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET
Ipo3paunas 6ecuBeTHas XKUAKOCTH €3
3amaxa.
Particulate matter / MexaHn4eckue BKJIIOYEHHsI
Visible particles / Should be absent. / JIoJKHBI OTCYTCTBOBATb. Absent / OTCYyTCTBYIOT
Buoumwie yacmuyur
Sub visible particles /
Hesuoumeie yacmuywi
>10 um particles / Not more than 6000 particles per ampoule; / 5
yactull pazMepoM > 10 MM | He 6onee 6000 Ha ammyty;
>25 um particles / Not more than 600 particles per ampoule. / 0

YaCTHUI] pa3MEPOM > 25 MKM

He 6onee 600 Ha ammyty.

Acidity and alkalinity /
KncioTHOCTD H IeJI0YHOCTD

Test sample should pass the test. /
HcneiTyeMblit 00pasel JOJIXKEeH BeIIEP)KUBATh
HCTIBITAHUE.

Complies / CooTBeTCTBYET

Reducing substances / Test sample should pass the test. / Complies / CooTBeTCTBYET
BoccranaBausaroumme HcmbiTyeMblii o0pasel 0JIKEeH BEIIECPKUBATh
BelLeCTBA HCTIBITAaHHUE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBETCTBYET
Yriepoaa IHOKCHA / He mOMKHO OBITH TIOMYTHEHUS B TEYESHHE

1 gaca.
Chlorides/ Xs1iopnabi 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)
Hutpatbl H HUTPHTDI He 60see 0,00002 % (0,2 ppm).
Sulphates / Cyabgarbl No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h. / B Teuenne He MeHee 1 yaca He JOIDKHO
HaO0II0IaThCsl TIOMYTHEHHE.
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KX GPh

GENSENTA PHARMA.

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIM3A

TESTS / TOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATHI
Ammonium / AMMoOHHUI{ Not more than 0.6 ppm. / He 6oxnee 0,6 ppm. <0.6 ppm
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTcTByeT

Kaabumii 1 Mmaraumii

violet hue). / lomxHO HaOMIOAATECS YHCTO
cuHee okpamuBanue (0e3 ¢proaeToBoro
OTTEHKQ).

Heavy metals/ Tsixennie
MeTaJLJIbI

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 6omnee 0,004%. 0.0001 %
Cyxoii ocTaTox
Conductivity / Not more than 25 uS/cm. / 8uS/cm./
JIeKTPONPOBOAHOCTD He 6onee 25 MkCwm/cM. 8 MxCm/cMm.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3BJaexaemblii 00beM He mMeHee HoMHHAJIBHOTO (HEe MEHee 2 MJI). 2 Ma
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
BakTepHuajbHbIe 3JHI0TOKCHHBI | injections. / He 6onee 0,25 EQ/Mn Boms! oy <25ED/Mn
MHBEKIHN.
Sterility / CTepnibHoOCTh Should be sterile. / JIomkna 6bITh CTEPUIIBHOM. Sterile / CtepuibHo.
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. /
IlepeyyHas ynakoBka

ITo 2 Mt pacTBOpHTENS (BOIA Il HHBEKIMIT) B
ammyny w3 OecrBeTHoro crexna, tun I. Ha
BepXHEil YacTH aMIyibl HaHeCeHa TO4YKa
pazioMa OpamKeBOTO IIBETA.

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

Ilo 2 Mn pactBopuTens (Boma Ijis
MHBEKIHN) B aMIyny — u3
OecuperHoro crekna, tam 1. Ha
BEpXHEHW YacTH aMITyJbl HaHECEHa
TOYKA Pas3JioMa OPaHKEBOTO I[BETA.

Shelf-life / Cpox ronHocTn

S years. / 5 ner.

Assessment: / 3akiIroueHUE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust COOTBETCTBYET TpeOoBaHMAM HOpMaTuBHOrO fnokymeHnta JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor

Bh

GENSENTAPHARMA

—
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KX GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product/
HaumMeHoBaHHe npenapaTa

Water for injections (solvent) /

Boaa nas uHbeKnmii (pacTBOPUTED)

Batch no./ Homep cepuu 12D4
Amount of product per batch / Pazmep 91633
cepun
Date of Control / laTa aHau3a 02/2022
Manufacturing date / [lata npoun3BoacTsa 04/2021
Expiry date /IaTa 0KOHYaHHS CPOKa 03/2026
rOAHOCTH
Water for injections (solvent) / Boga nisi HHbekumii (pacTBOpHTE D)

TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHBI

Description /Onucanue Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET

TMpo3pauHast GecLBETHAS KUAKOCTH Oe3
3amaxa.

Particulate matter / MexaHH4ecKHe BKJIIOYEHUS

Visible particles / Should be absent. / JIol5KHBI OTCYTCTBOBATb. Absent / OTCYTCTBYIOT
Buoumwire vacmuywr
Sub visible particles /
Heguoumvie wacmuyot
>10 pm particles / Not more than 6000 particles per ampoule; / 56
yacTHll pasMepoM > 10 MM | He Gonee 6000 Ha ammyiy;
>25 pm particles / Not more than 600 particles per ampoule. / 1
yacTuil pasmepom > 25 MmxM | He 6onee 600 Ha ammmyity.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTByeT
KHCcI0THOCTD M HIEJI0YHOCTh HcnbityeMbiii 06pasel] H0JDKEeH BBLISPKUBATh
HCTIBITaHHE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTByET

BoccranaBJHBalolne
BelllecTBa

HcneiTyeMsiii 06pa3en OKEH BBIIEPKHBATh
HCTIBITaHHE.

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

Yraepoaa AHOKCHA / He momxHO OBITh TIOMYTHEHUS B TEUCHUE

1 yaca.
Chlorides/ Xnopuasi 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 H HATPHTBI

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

Sulphates / CyabdaTbl

No turbidity should occur within not less than
1 h. / B TeueHne He MeHee 1 yaca He TODKHO
HaOJII0IaThCs TOMYTHEHHE.

Complies / CooTBeTCTBYET
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KE GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / IOKA3ATEJIHA SPECIFICATIONS / HOPMBI RESULTS / PE3YJBTATHI
Ammonium / AMMoOHuUi 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 / CooTBercTByET

Kaapuuii 1 Marumii

violet hue). / lomkHO HabMOIATECSA YHUCTO
cuHee okpatBaHue (6e3 (HHoNIeToBoOro
OTTEHKA).

Heavy metals/ Tsixenbie
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 6onee 0,004%. 0.000 %

Cyxoii ocTaTok

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

DJIeKTPONPOBOAHOCTH He 6onee 25 MmxCwm/cmM. 3 MxCm/cM.

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

M3BJekaeMblii 00beM He MeHee HOMMHATBHOTO (HE MeHee 2 MI). 2 M

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

BakTtepnaabHble 3HIOTOKCHHBI | injections. / He 6onee 0,25 EQ/mMn Bomsl mis <25ED/wmn
WHBEKIUIA.

Sterility / CTepuasHocTb Should be sterile. / JlJomkHa OBITH CTEPHIIHHOA. Sterile / CrepuinsHo.

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 pactBopuTENs (BOAa IJisi HHBEKIHIA) B
ammyny w3 GecuserHoro crekia, tum I. Ha
BEpXHEHl uacTH aMIyjbl HaHeCeHa TOuKa
pasoMa OpaHKeBOTO LBeTa.

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. /
IlepsuyHas ynakoBka

ITo 2 mn pactBopuTens (Boma i
UHBEKLUI) B amMmyny — u3
OecrBeTHoro crekna, tan 1. Ha
BEPXHEH YacTH aMITyJibl HaHECeHa
TOYKa pa3oMa OpaHKeBOTO IBETa.

Shelf-life / Cpox rogsoctu

S years. / 5 mer.

Assessment: / 3akIroueHue:

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

Ali Ethemoglu
Qulity Control Supervisor

BGPh
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