Q9
KHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

Name of Product/
HaumMenoBaHHe npenapara

Batch no./ Homep cepuu

Amount of product per batch /
Pasmep cepun

Date of Control / lata ananusa

Manufacturing date / lata
NpoU3BOJACTBA

Expiry date /[laTta oKOH4YaHHS
CPOKa rOAHOCTH

TEXARED, lyophilized powder' for injection after reconstitution,

20 mg /

TEKCAPE/A®, Juoduau3at AJs NPHIOTOBJICHHSA PacTBOPa 1Jist

HHBbeKIMii, 20 Mr
22L17191A

40.976,000

12.2022
11.2022

10.2025

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS/
PE3YJIbTATHI

Appearance / Onucanune

Yellow with greenish tint lyophilized powder. /
JIModuIM3UPOBaHHBIA MOPOIIOK YKEITOTO ¢
3€JIEHOBAThIM OTTEHKOM LIBETa.

Complies / CooTBeTCTBYET

Identification / lloganHHOCTD

Tenoxicam by HPLC/
Tenoxcuxam (BIKX)

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
yIepPKUBAHUA nUuKa  TEHOKCHMKamMa  Ha
XpoMarorpamme HCIIBITYEMOTO pactBopa
TOJDKHO COOTBETCTBOBATh BpPEMEHU
yIepKUBAHUS npKa  TEHOKCHMKamMa  Ha
XpOMarorpaMMe CTaHAApTHOIO pacTBopa (CM.
«PoxacTeeHHbIe TPHMECH», orpesieNieHre
€IMHUYHBIX TpuUMeceil U CyMMBbl HIpHUMecei
(254 am)).

Complies / CooTBEeTCTBYET

Tenoxicam by UV-
spectrophotometry / Tenokcuxam
(Yo-

cnekmpogomomempuieckuii)

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®-cnexrp
MOTJIOIIEHUS HCTIBITYEMOTO pacTBopa,
[PUTOTOBJIEHHOTO il KOJHWYECTBEHHOTO
onpenenenus, B obonactu ot 230 M 10 400 uM
JOJDKEH MMETh MaKCHMYMBI NpPH UIMHAX BOJH
257 + 2 1M, 285 + 2HM U 368 £ 2HM (oM.
«KonnuecTBeHHOE OTIpeieNieHIe TEHOKCUKaMay ).

Complies / CooTBeTCTBYET
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CXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIM3A

RESULTS/
TESTS / HOKA3ATEJIN SPECIFICATIONS / HOPMbI PE3YJIBTATHI

Sodium metabisulfite / The retention time of Sodium metabisulfite peak
Hampus memabucynvsum 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 yaepxuBaHKs NUKa Complies / CootseTcTaye

HaTpuss Mertabucynp(ura Ha XpOMaTorpamme
HCTIBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATh BPEMEHH YIEP)KMBAHMs IIHMKA
HaTpuss MeTabucynb(ura Ha XpOMarorpamme
cranmapTHoro pacrBopa (cM. «KomuuecTBeHHOE
onpezieNieHne HaTpHs MeTabuCyTbOUTa»).

Dissolving time / Bpemst
pacTBopeHHsl

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

25 sec /25 cek

Appearance of Reconstituted
solution / Onucanne
BOCCTaHOBJICHHOI'0 pacTBOpa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / IIpenapar
JIOJKEH PacTBOPATHCS HOJTHOCTBIO c
OTCYTCTBHEM HEPacTBOPEHHBIX dYacTuli, 6e3
BUAMMBIX MEXaHHYECKUX BKIIFOUeHHH. PacTBOp
JOJDKEH ObITh IPO3PayHbIM.

Complies / CooTBeTCTBYET

Solution clarity /
IIpo3pa4yHoCcTh pacTBOpa

The product solution should be clear. / Pactsop
npernapara I0JDKeH OBITh IPO3PauHbIM.

Complies / CooTBeTCTBYET

Solution Color /
I{BeTHOCTH pacTBOpa

The product solution should not be more
intensively colored than the reference solution
GY ;. / CreneHp OKpacKy pacTBOpa Ipemnapara He
JIOJDKHA TIpeBbINIaTh 3TanoH GYi.

Complies / CooTBeTCTBYET

pH 7.5 t0 10.0. /0t 7,5 no 10,0. 9.2
Particulate matter / MexaHH4ecKHe BKJIIOYeHUsI
Visible particles / Should be absent/ JIomkHBI OTCYTCTBOBATh Absent /OTCyTCTBYIOT
Buoumvie uacmuywl
Subvisible particles /
Hesuoumvie uacmuyol
>10 pm particles/ Not more than 6000/vial; / 50 / vial
Yactui pasmMepoM > 10 MKM He 6onee 6000 Ha dakoH; 50 / pnaxon
>25 pm particles/ Not more than 600/vial. / 1/ vial
YacTuil pa3sMepoM > 25 MKM He Gosnee 600 Ha duakoH. 1 / dpnaxon
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(CHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / IOKA3ATEJIN | SPECIFICATIONS / HOPMBI | RESULTS / PE3YJIbTATHI
Related substances / PoacTBennble npuMecH
2-aminopyridine / Not more than 0.5 %; / He 6onee 0,5 %; Below LOQ (LOQ = 0.05%) /
2-aMUHOTMPUIVH Hwmxe npenena KOJIMIECTBEHHOTO
= 0,
Individual unidentified impurity / Not more than 0.5 %; / He 6o1ee 0,5 %; onpenenerus (IIKO = 0.05 %)
Enunnunas 0
0.1%
HenpeHTHQUIUPOBaHHAS TPUMEChH
Total impurities / Not more than 1.0 %. / He 6onee 1,0 %.
CymMma npumecei 0.1%
Uniformity of dosage units / The Acceptance value (AV) should be not AV=1.4 (n=10)
OaHOPOIHOCTb 103HPOBAHHS more than  15.0. /  Ilokasatens
npremsieMoctd (AV) noDKkeH OBITh HE
6onee 15,0.
Water /Boaa Not more than 3.0 %. / He 6o:xee 3,0 %. 1.0 %
Bacterial endotoxins / Not more than 1 EU/mg of tenoxicam. / <0.128 EU/mg /
BakrepHuaJjibHbIe SHAOTOKCHHbBI He 6onee 1 ED/Mr TeHOKCHKaMa. <0.128 EQ/ Mr
Sterility /CtepniabHocTh Should be sterile. / JomkeH ObITh Sterile / Crepusien
CTEPHIIBHBIM.
Assay / KonnyecTBeHHoOe onpeaesieHue
Tenoxicam / Tenoxcuxkam 90.0% to 110.0% of CisH11N304S2
(tenoxicam) of label claim. / Ot 90,0 % mo 101.2 %
110,0 % Ci13H1iN304S; (TeHOKCHKaM) OT e
HOMUHAIBHOTO COZIEP/KaHMA.
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite
Hampus memabucynvpum of the label claim. / Ot 85,0 % mo 110,0 % 97.8 %
Harpus mMeTabucynbpuTa OT HOMHUHAJILHOTO e
COZIePKaHUS.
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KXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIA3A

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. /
[lepBuyHas ynakoBKa

ITo 20 Mr TeHOKCHKaMa BO (NIAKOH U3

OECIIBETHOTO CTeKJIa THI 1,
YKyTIOPEHHBIHI MpoOKOi u3
OpoMOYTHIIOBOI  pEe3uHBI,  OOXKaToMH

AIIOMUHUEBBIM KOJIIAYKOM C KOHTPOJIEM
NEpBOTrO0  BCKPBITHA U IUIACTHUKOBBIM

TESTS / MOKA3ATEJIHA 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. /
[epBuyHas ynakoBKa

ITo 20 Mr TeHOKCHKama BO (IaKkoH U3

0OEeCIBETHOTO CTeKNa THTI I,
YKYTIOPEHHBIH npobkoii nu3
OpoMOYTHIOBOI  pe3uHbl,  0OXaToM

AIIFOMUHUECBBIM KOJIIIAYKOM C KOHTPOJIEM
TIEpBOTO0  BCKPBITUA W IUIACTHKOBBIM

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 yrnakoBKa

Ilo 1 ¢mnakoHy c mnpemapatoM H 1
amITyJie ¢ pacTBOPUTENEM NOMELAIT B
KacceTy U3 MOJMBUHUIXJIOPUIA.

Mo 3 ¢mnakona ¢ mnpemapatoM u 3
aMITyJIbl ¢ PaCTBOPUTENIEM IIOMEIIAOT B
KacceTy U3 MOJMBUHUIXJIOPUIA.

1 kaccery BMecTe C WMHCTpYKLHMEH IO
MPUMEHEHHIO TOMEWAIoT B IauKy

KapTOHHYIO.

JIICKOM TOBEpX AJFOMUHUEBOTO | IUCKOM TIOBEPX ANFOMUHHEBOI0
KOJIIaukKa. KOJIIayKa.
Shelf-life/ Cpok roanocTu 3 years. / 3 rona.
KIT / KOMILIEKT
TESTS / TOKA3ATEJIN SPECIFICATIONS / HOPMBbI RESULTS / PE3YJbBTATBI
Kit package / VYnakxoBka | 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. /

BropuyHas ynakoBka

Ilo 3 ¢nakona c¢ mpemapatoM u 3
aMIIyJIbl C PACTBOPHTENEM IIOMELIAIOT B
KacceTy W3 HOJMBMHWIXJIOpHAa. 1
KacceTy BMeCTe C MHCTpYKLMeH 1o
NPYMEHEHHI0 TOMENIaloT B IaudKy

KapTOHHYIO.
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CXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIM3A

According to the ND. / B cootercteuu | Complies as prescribed / CooTBeTcTBYeT

XpaHeHHe KOMILJIEKTA

Labeling/ MapkupoBka
C HOpPMaTHBHOU JOKyMEHTaLEH. TpeGOBaHUAM
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. /

Jlns yriakoBky 10 1 duiakoHy ¢ mpemapaToM ¥ 1 aMItysie ¢ pacCTBOPUTENEM B
Kaccere:

B opuruHaipHO#t yrnakoBke ((pakoH ¢ mpenapaToM M aMITyJia C paCTBOPHUTENEM B
naJke) Ipy TeMreparype He Bpaue 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 ymakoBkM 1o 3 duiakoHa ¢ mpenaparoM U 3 aMn yJibl C PACTBOPUTEIIEM B
Kaccere:

B opurunaipHoit ynakoBke ((akoHbl ¢ IPENapaToM U aMmIryJibi C PACTBOPUTENIEM B
nayke) mpy Temrepatype He Bbie 25 °C.

Kit shelf life /
CpoK rolHOCTH KOMILJIEKTA

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roga. Cpok TOZHOCTH KOMILIEKTA ONPEEIAETCA CPOKOM TOIHOCTH
JIEKAPCTBEHHOTO TIpenapaTa Uil MEIUIMHCKOrO IPUMEHEHHS.

Assessment: / 3akiroueHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYET TPeOOBaHIAM HOpMaTHBHOTO JokymenTa JIC-000295-160721.

H. MEHVES TORKELI

G@ 7
€9 %@E Sm&\.s_
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RGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumeHoBanHe npenapara Boja A/ MHbEKIU# (PaCTBOPHUTEJIb)
Batch no./ Homep cepun 22H7
Amount of product per batch / Pasmep 90876
cepun
Date of Control / laTta ananuza 10/2022
Manufacturing date / /lata npon3BoacTBa 08/2022
Expiry date /{aTta oxoH4anusi Cpoxa 072027
rOAHOCTH
Water for injections (solvent) / Bona a/is unbexuuii (pacTBopHTe)ib)
TESTS / MOKA3ATEJIN SPECIFICATIONS / HOPMBbI RESULTS / PE3YJIBTATHI
Description /Onucanne Clear, colourless liquid without odor. / Complies / CooTBETCTBYET
IMpo3paunas OeciBEeTHAs )KUAKOCTH 6€3
3amaxa.
Particulate matter / Mexanu4ecKue BKIIOYEHHsE
Visible particles / Should be absent. / JIoJoKHBI OTCYTCTBOBATb. Absent / OTCyTCTBYIOT
Buoumveie wacmuypt
Sub visible particles /
Hesuoumvie yacmuybl
>10 pm particles / Not more than 6000 particles per ampoule; / 7
yacrtui pasmepoM > 10 mxm | He 6onee 6000 na amMmyiy;
Not more than 600 particles per ampoule. / 0

>25 pm particles /
YaCTHIl pa3MEPOM > 25 MKM

He 6onee 600 na ammyy.

Acidity and alkalinity /
KucnaoTHOCTb H HIEJOYHOCTD

Test sample should pass the test. /
HcnbiTyeMblii oOpasel; H0/KeH BbIIEPKUBATh
HCTIbITaHKE.

Complies / CooTBeTcTBYET

Reducing substances / Test sample should pass the test. / Complies / CooTBeTCTBYET
BoccranaB inBaloLne HcnbiTyeMsbiii 00paser 10MkeH BbIIepKUBaTh
BellecTBa HCTIbITaHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET
Yriepoga AHOKCH / He momxHO ObITh TOMYTHEHHS B TCYEHNE

1 yaca.
Chlorides/ Xnopuabl 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 HUTPHTBI He 6omee 0,00002 % (0,2 ppm).
Sulphates / CyabpaTni No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h. / B TeueHue He MeHee 1 yaca He IOJHDKHO
HaOJIOIaThCs TIOMYTHEHME.
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Y ENSENT

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIU3A

TESTS / IOKA3ATEJH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATBI

Ammonium / AMMOHUA

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

<0.6 ppm

Calcium and magnesium /
Kajpuunii 1 MarHui

Pure blue color should be observed (without a
violet hue). / lomxHO Habm0OnaThCS YUCTO
cuHee okpammBaHue (6e3 GpHoNeToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

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

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

Cyxoii ocTaTox

Conductivity / Not more than 25 puS/cm. / 6 uS/cm./
DJIeKTpOonpoOBOIHOCTD He Gonee 25 MxCMm/cM. 6 MxCm/cMm.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
HsBnekaemblii 00beM He MeHee HOMHUHAJIBHOTO (HE MEHEE 2 MII). 2 mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25EU/mL/
BakTepuaJbHbie 3HIOTOKCHHBI | injections. / He Gonee 0,25 EQ/Mn Bozs! ais <0.25 EQ/mn

WHBEKIHA.

Sterility / CTtepniabHOCTD

Should be sterile. / [JomkHa ObITh CTEpHILHOM.

Sterile / CrepunbHo.

Packaging / YnaxoBka

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 mMn pactBOpHTENs (BOAA A7l UHBEKIHIA) B
ammyny u3 OecnperHoro crexna, tan [ Ha
BEpXHEHl YaCTH aMIyJbl HaHeCeHa TOuKa
pasioMa 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. /
IlepBuuHas ynmakoBka

Ilo 2 Mmn pactBOpuTENs (Boma s
UHBEKIMH) B aMmynry — u3
OeciBeTHoro crekna, thn 1. Ha
BEpXHEH 4acTu aMITyJbl HaHEceHa
TOYKa pa3joMa OpaHkKeBOTO L[BETA.

Shelf-life / Cpox roanocTn

5 years. / 5 ner.

Assessment: / 3aK/IoueHUE:

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

Ali Ethemoglu

Quab(ljﬁtrol Supervisor
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QLGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HanmeHoBaHue npenapara Boja a1 MHbEeKUUH (PacTBOPHUTEIb)
Batch no./ Homep cepun 22H8
Amount of product per batch / Pazmep 90081
cepHH
Date of Control / lata anaiusa 10/2022
Manufacturing date / /lata npon3BoacTsa 08/2022
Expiry date /laTa oKoHYaHHS CPOKA 07/2027
TOAHOCTH
Water for injections (solvent) / Boxa nyisi HHbeKIHii (PACTBOPHTEJIb)
TESTS / IOKA3ATEJINA SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATHI
Description /Onucanue Clear, colourless liquid without odor. / Complies / CooTBeTcTByeT
Ipo3pauHas GecrBeTHas *KUIKOCTh O6€3
3amaxa.
Particulate matter / MexaHu4ecKHe BKJIIOYEHHS
Visible particles / Should be absent. / JIoMKHBI OTCYTCTBOBATb. Absent / OTCyTCTBYIOT
Buoumveie uacmuypr
Sub visible particles /
Hesuoumeie wacmuywi
>10 um particles / Not more than 6000 particles per ampoule; / 1
yactun pasmepom > 10 mxm | He 6onee 6000 Ha ammyiy;
>25 um particles / Not more than 600 particles per ampoule. / 0
yacTull pasmepom > 25 Mkm | He 6onee 600 Ha ammyity.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCTBY€ET
KucjioTHOCTb H IEJ0YHOCTD HcnbiTyembiii 06pasell JOIKeH BIIEPIKHBATh
HCTIBITAHHUE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBYET
BoccranaBauBalolme HcnbiTyemblii 00paser NOIKeH BBLICPKHUBATh
BelEeCTBA HCTIBITAHHUE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTcTByeT
Yriaepona 1HOKCH / He nomxHO ObITh IOMYTHEHHS B TEUCHHE
1 gaca.
Chlorides/ X;1opnasi 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 HHTPUTBI

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

Sulphates / Cyabdartbi

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee 1 yaca HE TODKHO
HaOJIF0IaThCsl TIOMyTHEHHE.

Complies / CooTBeTcTBYET
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CERTIFICATE OF ANALYSIS / CEPTHO®HUKAT AHAJIU3A

TESTS / MTOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATHI
Ammonium / AMMOHHIH 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

Kaabuuii 1 Marauii

violet hue). / JIomxHO HabIIOAATHCSA YHUCTO
cuHee okpatBanue (6e3 puoneroBoro
OTTEHKA).

Heavy metals/ Tscennie
MeTaJLIbI

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 6omee 0,004%. 0.000 %
Cyxoii ocTaToK
Conductivity / Not more than 25 pS/cm. / 7 uS/em./
DJIeKTPONPOBOAHOCTD He 6ozee 25 MxCwm/cM. 7 MxCwm/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
N3Biexaemblii 00beM He MeHee HOMUHATBHOTO (HE MEeHee 2 MII). 2 Mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25EU/mL/
BaxTepHajibHble YHAOTOKCHHBbI | injections. / He 6omnee 0,25 EDQ/Mn Bozb! ans <0.25EDQ/Mn
HHBEKIU.
Sterility / CTepnabHocTb Should be sterile. / JTokHa OBITH CTEPUIIBHOM. Sterile / CtepunbHo.
Packaging / YnakoBka Primary package 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. /
IlepBruHas ynakoBKka

ITo 2 mn pactBopHTeNns (Boda Uil HHBEKIHI) B
ammyny u3 OecuerHoro crexna, tun I. Ha
BEepXHell 4YacTH aMmynbl HaHeceHa TOuKa
pasiioMa OpaHKeBOro IBETA.

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 (Boma Uit
WHBEKIWI) B ammysny U3
OecrerHoro crekia, Tan 1. Ha
BEpXHEH YacTH aMITyjibl HaHECCHa
TOYKa pa3ioMa OpaHKEeBOTO IIBETA.

Shelf-life / Cpox rognocTn

5 years. / 5 ner.

Assessment: / 3akmoyeHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYeET TpeOOBaHMAM HOpMaTUBHOTO AoKyMeHTa JIC-000295-160721.

Ali Ethemoglu
Quality/Control Supervisor

QGENSENTA
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