e,
SAHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Name of Product/
HaumeHoBanue NpenapaTta

Batch no./ Homep cepun

Amount of product per batch /
Pazmep cepun

Date of Control / lara ananmia

Manufacturing date / Jdara
NPOH3BOACTEA

Expiry date /aTa oxonyanna
€POKA FOHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPEA®, anodrau3ar ANA NPHrOTORJICHAA PACTBOpA 115

HHBeKIHHA, 20 Mr
22H12111A

40.860,000

09.2022
09.2022

08.2025

TESTS / IIOKA3ATEJIH

SPECIFICATIONS / HOPMbI

Appearance / Onucanue

| Yellow with greenish tint lyophilized powder. / |

JnodrnmnpoBalel  TIOPOMIOK  JKENToTo ¢
3€1€HOBATEIM OTTEHKOM IIBETA.

RESULTS/
PE3YJBTATDI

Complies / CooTBeTcTBYET

Identification / IToXIHHHOCTS:

Tenoxicam by HPLC /
Tenoxcurxam (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
YACPKUBAHUS NAKA  TeHOKCHKaMa Ha
XpOMaTorpaMme HCIIEITYEMOTO pacTBopa
JIOJDKHO COOTBETCTBOBATE BpeMeHH
VIAEPKMBAHKS IMKZ  TCHOKCHKAMA  Ha
XpoMaTorpaMmMe CTAHAAPTHOTO pacTEOpa (CM.
«PoncteeHHbIR TIPUMECH, oTpenerneHAe
IWHHYHBIX TpuMecell M CyMMEBI nOpuMeceit
(254 um)).

Tenoxicam by UV-
spectrophotometry / Tenokcurxam
(Y-
CheKmpogomomempiiecKkuil)

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). / Vd-cmertp
TIOTTTOIEHNUsA HCIIBITYEMOTO pacTBopa,
NPUTOTOBNEHHOTC  INA  KOJIMMECTBEHHOTO
onpenenenus, B obyactu or 230 amM no 400 um
JOIKEH MMETh MAKCHMYMbI TIPM JUIMHAX BOMH
257 4+ 2Hm, 285 &+ 2HM ® 368 £ 2HM (oM.
«KonuiecTBeHHOE OMpenenieHHe TEHOKCHKAMAay ).

Complies / CooTBeTcTBYET

Complies / CooTBeTCTBYET
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Q9
KHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HNKAT AHAJIU3A

TESTS / TIOKA3ATEJH SPECIFICATIONS / HOPMBI
Sodium metabisulfite / The retention time of Sodium metabisulfite peak

Hampun memabucyaoshpum

. Dissolving time / Bpemn
PacTBOpEHHS

[ Appe;an_ce of Reconstituted
solution / Onncanne
BOCCTAHOBJIEHHOI0 PacTBOpa

Solution clarity /
IpozpaunocTs pacTBOpa

‘Solution Color /
[BeTHOCTL pacTBOpa

| The product should dissolve completely without

| The product solution should be clear. / Pactsop

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 NMHKa
HatpHs MeTabHuCynbOHTA HAa XPOMATOTpaMMeE
HCIBITY EMOTO pacrsopa NOIGKHO
COOTBETCTBOBATG BpPEMEHH YHEDKHUBAaHHS THKa
HAaTpUA MeTabHCyNbOHUTA Ha XpoMarorpaMme
cTaHmapTHOTO pacTBopa (cM. «KomwuecrseHnoe
ONPCACIICHAC HATPHS MeTaOHCYIR{UTAY ). |

| Not more than 60 seconds. / He Gomee 60 |

CeKyH.

RESULTS/
PE3YJBTATH |

Complies / CooTeeTcTBYET

28 sec/ 28 cex

of undissolved particles and visible particulate
matter. The solution should be clear. / Ilpenapar
AOIDKEH pacTBOPATLCA MONHOCTBIO c
OTCYTCTBMEM HEpAcTROPEHHEIX vacTHu, Oe3s
BHIOVMBIX MEXAHHUECKHX BKJIKUCHHH. Pacreop
FIOITKCH OBITE TIPO3PAdHbIM.

Complies / CooTBercTBYeT

Npenapara A0/KeH ORITE TIPO3PAYHEIM.

Complies / CooTBeTCcTBYET

The product solution should not be more
intensively colored than the reference solution
GY). / CTencHb OKpackn pacTBOpa MIpeTapara He
IOJKHE PeBRIATE 3TamoH GY).

Complies / Coorsercieyer |

pH 7.5 t0 10.0. /01 7,5 no 10,0. 9.1
Particulate matter / Mexann4eckHe BKIIO4EHHS
Visible particles / Should be absent/ JlomkHbI 0TCYTCTBOBATE Absent /0Ty TeTBYIOT
Budumere yacmupt
Subvisible particles /
Heguoumvie yacmuyn
=10 pm particles/ Not more than 6000/vial; / 64 / vial
Yacti pasMepoM = 10 MEkM He Bonee 6000 na dnaxom; 64 / dpnaxon
=>25 pm particles/ Not more than 600/vial. / 1/ vial
Yactun, pasMepoM = 25 MKM He tonee 600 na duiakoH. 1/ pnarou
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KXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

TESTS / MOKA3ATEJH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATHI

Related substances / PogcTRennble IpAMecH

| 2-aminopyridine /
2-aMHUHONUPHAVH
Individual unidentified impurity /

Enunnynaga
HEUIEHTHQHIIHPOBAHHASA TIPHMECE

Total impurities /
CymMa nipuMeceii

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

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

Not more than 1.0 %. / He Gonee 1,0 %.

Uniformity of dosage units /
OAHOPOIHOCTL J03MPOBAHMA

The Acceptance value (AV) should be not
more than  15.0. /  Ilokasarems
npuemiieMoctd  (AV) fomxeH OBITH He
Oonee 15,0,

Water /Boaa

Bacterial endotoxins /
BakTepHANbHBIE JHAOTOKCHHDI

' Sterility /Crepaabsnocts

Not more than 3.0 %. / He Gonee 3,0 %.

Not more than 1 EU/mg of tenoxicam. /
He Gonee 1 EQ/Mr TeHokcHKaMa.

Not detected / He oGHapyskena

Not detected / He obHapyxeHa

Not detected / He obnapyxeHa

AV=0.6 (n=10)

1.9%

<0.128 EU/mg /
<0.128 ED/ mr

| Should be sterile. / Jomxen ObITh

CTEPHIIEHBIM,

Sterile / Ctepunen

Assay / KoindecTBeHHOE oTIpeeicHRne

Tenoxicam / Tenoxcurxam

90.0% to 110.0% of CisHiiN3O4S,
(tenoxicam) of label claim. / Or 90,0 % a0

HATPHI METaOUCYME(NTA 0T HOMHHANLHOTO
COAepKaHHA.

20
110,0 % CiaHiiN3O48; (Tenoxcukam) ot 100.35%
HOMUHANBHOTO CONEPKAHNA.
Sodium metabisulfite / 85.0% to 110.0% of Sedium metabisulfite
Hampusa memaducyavhum of the label claim. / Ot 85,0 % mo 110,0 % 99.9 %
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Q9
EXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTH®OHUKAT AHAJIUN3A

TESTS / HOKAZATEJAH

SPECIFICATIONS / HOPMbI

Package / ¥YnakoBka

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. /
IlepBHuHad vIaKkoBKa

Mo 20 mr reHokcHKaMa BO (UIAKOH W3

OeclBeTHOTO CcTEKIA THI 1,
YKYNOpeHHbEH npodkoi "3
OpoMOyTHIOBOH  pe3uHel,  oOxaroii

ATKMHUHHCBEIM KOJITAYKOM ¢ KOHTPOJIEM
HNEPBOr0 BCKPRITHA M IIACTHKOBBIM

|

RESULTS / PE3YJLTATDI
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. /
TTeppHyHas v TAKOBKA
Ilo 20 Mr TeHOKcHKaMa BO (DIAKoH A3

BecluBeTHOTO cTeKna T 1,
YKYIIOPEHHEBIA npodkoit n3
OpoMOYTHIIOBOH  pe3uHBI,  00Xarcii

ANHMHHHCBRIM KOINAYKOM C KOHTPOJIEM
OCpBOr0  BCKPBITHA W IUIACTHKOBEIM

AACKOM TIOBEPX ATIOMHWHHEBOTC | AHCKOM NOBEPX ANTHOMHHHAEBOTO
KONHavka. KOJInmavka,
Shelf-life/ Cpox rogHoeTH 3 years. / 3 roga.
KIT / KOMILIEKT
 TESTS/TIOKA3ATEJIH |  SPECIFICATIONS /HOPMBI | RESULTS / PE3YJIbTATHI
Kit package / VYmnakoska | Secondary package Secondary package

KOMILIEKTA

1 vial with th¢ 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 ynakoBka

Tlo 1 ¢nakoHy ¢ npemapatom u 1
aMITyJIe ¢ PACTROPHMTENEM MMOMELIAIT B
KacceTy W3 NOMUBHHHIDXIIOPHAR.

-

Ilo 3 dmakoHa ¢ Tmipemaparom u 3
AMITYJIBl ¢ PACTBOPHUTENEM TOMECINAIOT B
KAcCeTy W3 MONMBHHKIIXTOPHIA.

1 xkaccery BMecTe C WHCTpyKiMell mo
NPUMEHEHHUKY [OMEWAT B NAYKY

KapTOHHYIO.

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. /

Bropuunas ymakoBka

Ilo 3 tnakona ¢ mnpenapatom u 3
aMnyJbsl ¢ PacTBOPHTEICM TIOMCIIAIOT B

Kaccery W3 HonuBMHWIXNIOpHIA. |
KACCETy BMecTe ¢ HHCTPYKIMeH o
HPUMEHEHUKD — [IOMCIUAKT B HAYKy
KapTOHHYIO.
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Q9
KHGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIM3A

Labeling/ Maplc;lpomca According to the ND. / B coorsercreun | Complies as prescribed / COOTBGTCTB)(ET
€ HOPMATHBHOH IOKYMEHTALMEH. TpeOOBAHMAM
Kit storage / For confizuration with 1 filled vial and 1 ampoule with a solvent in a cassette:

XpaHeHue KOMILJIEKTA

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

Jng viakoBxu 1o 1 duiakoHy ¢ openaparoM ¥ 1 aMnvie ¢ pacTBOPHUTENIEM B
Kaccere:

B opurnHaneRO#H yriakoske ((IakoH ¢ HpenapaToM W aMIyJia ¢ pACTBOPHTENEM B
nauke) NpH TemMneparype He Beie 25 °C.

For conficuration 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. /

LA yIakoBkE Mo 3 faKOHA C NPENAPATOM U 3 aMINy Ikl ¢ PACTEO[HTEHEM B
Kaccere:

B opurnHanbHO# ynaxkoBKe ((IakoHB! ¢ IPEapaToM H aMITyJibl ¢ PACTROPHTENEM B
Tauke) NpH TeMneparype He Buiue 25 °C.

Kit shelf life /
Cpok rogHoCTH KOMILTEKTA

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 rona. Cpox romHOCTH KOMITIEKTA OTIpeNeseTcs CPOKOM TOTHOCTH
JEKapCTBEHHOTO TIPerapara i1 MeIHIIHHCKOTO TIPHMEHESHHA.

Assessment: / 3akmoueHne:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBeTcTBYET TpeboBaHmAM HopMaTHBHOTO AokymenTta JIC-000293-160721.

GO GENSENTA

C lag Sanayi ve Ticaret AR

4 )'___.. '2_,\4'0(‘]19‘"1.
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R GENSENTA

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumenosanMe npenapara Bopa ana MHBEKUHI (PacCTBOPHTE/Ib)
Batch no./ Homep cepun 21H1
Amount of product per batch / Pazmep ;90610
cepuH
Date of Control / Jara ananuza 09/2022
Manufacturing date / lata nponzsogerea  ©  08/2022
Expiry date /laTa oxoHIaHHA cpoKa . 0772027
TOAHOCTH
Water for injections (solvent) / Boga nnsi HHbeKUHH (pacTBOPHTEN )
TESTS / IOKA3ATEJIH SPECIFICATIONS / HOPMBJ -

Description /Onncanue

Clear, colourless liquid without odor. /
[Tpo3paynas GecLBETHAA HKUAKOCTE Oe3
3anaxa.

RESULTS / PE3YJBTATBI |
Complies / CooTseTcTBYyET

Particulate matter / Mexannyeckne BKJIOYEHH

Visible particles /
Budumere vacmiijvt

| Should be absent. / JIOJOKHBI OTCYTCTBOBATS.

 Sub visible particles /
Hesuoumuie uacmuysr

=10 pm particles /
YACTHII pasMepoM = 10 MEM

=25 pm particles /
JaCTHIl pasMcpoM > 25 MKM

Acidity and alkalinity /
KH¢I0THOCTE H INEJT0MHOCTD

Not more than 6000 particles per ampoule; /
He 6onee 6000 na ammymy;

Not more than 600 particles per ampoule. /
He 6onee 600 Ha aMmyny.

Absent / OTcyTCTBYIOT

15

| Test sample should pass the test. /
Henerryemsiii odpaserl 1onxer BIIepKHBATE
HCHBITAHUE.

Reducing substances /
BoccTanasauparomue
BelllecTEA

Carbon dioxide
Yraepoaa JHoKenA

Test sample should pass the test. /
Hcenerryemeiit obpazell AOMKEH BLLIEPAHBATD
HCHBITAHUL.

Complies / CooTBercTBYET

Complies / CooTBeTCTBYCT

| No turbidity should be observed within 1 hour.

/ He momaHo OBITH TIOMYTHCHHS B TeISHHE
1 yaca.

Complies / CooTBeTCTBYET

Chlorides/ Xaopuasl

Not more than 0.5 ppm. / He 6onee 0,5 ppm.

<0.5 ppm

Nitrates and Nitrites/
HuTpaTsl H HUTPHTHI

'Sulphates [ Cynndarni

Not more than 0.060002 % (0.2 ppm). /
He Gonee 0,00002 % (0,2 ppm).

<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h./ B Teyesive He MeHee | yaca HE AOIDKHO
| HABMEONATECS IOMYTHEHHE.

Compli_es Eoome‘rcrsye'r '
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BLGENSENTI

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIN3A

 TESTS /_ﬁOKA3ATEJIIfI
Ammonium / AMMoOHHRIA

Calcium and magnesium /
Kansunii n maraui

Heavy metals/ Tsxeabie
MeTaJLIbI

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATBI

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

<0.6 ppm

Pure blue color should be observed (without a
violet hue). / JlommxHO HAOMIONATRCA YHCTO
CHHee oKkpampsaHie (6e3 proneroBoro
OTTEHKA),

Complies / CooTBeTCTBYET

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

<0.00001 % (<0.1 ppm)

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

Cyxoii ocraTok

Conductivity / Not more than 25 pS/cm. / 15 pS/em./ 1
IeKTPONPOBOIHOCTH He Bonee 25 mxCu/em. 15 MxCwM/cm.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3saexaemMnulii 00beM He menee HoMuHanpHoro (e Metee 2 M), 2 M

Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025EU/mL/
BakrepnanbHble S3HIOTOKCHHEI | injections. / He donee 0,25 ED/mn Boas! oms <0.25 ED/ Mn

j Sterility / CtepuabHocTs

HHBEKLHHA.

Should be sterile. / [TonmkHa OBITh CTEPHUITBHOIMA.

Sterile / CtepunrsHo.

' Packaging / ¥Ynakoeska

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. /
INeppruuHasn vIAKOBKA

[Mo 2 mn pacTeopuTens (Boda 1T WHEEKIMH) B
aMmyny u3 OecusetHore crekna, tan 1. Ha
BepxHeil UACTH aMIynel HaHeceHa TOYKa
PA3IOMA OPAHKEBOTO LIBETA.

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. /
llcperunas ¥ IAKOBKA

IMo 2 Mn pacteopuTend (Boma s
WHBEKIMIL) B aMIyly — U3
OecrpeTHoro crekya, Tum [, Ha
BEPXHeH 4acTH aMmilylibl HAHECeHA
TOYKA [A3/10Ma OPAHAKEBOTO LIBETA,

i Sheli-life / Cpok roaHoeTH

5 years. /5 ner.

Assessment: / 3axoueHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepwsg coOTBETCTBYCT TpeQoBaHMAM HOpMaTHBHOTO AokyMeHTa JIC-000295-160721.

L)
@@GENSENTA

llag Sanayi ve Ticaret A.$

Ali Ethemoglu

Quality Co{rol Supervisor

209000
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£ GENSENTI

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HanMeHOEaHHe NpenapaTa Boja A1a MHBEKIUIA (pacTEOPHTEb)
Batch no./ Homep cepuu 21H2
Amount of product per bateh / Pazmep : 89859
cepHH
Date of Control / faTa ananmnza 09/2022
Manufacturing date / IaTa nponzsoactea 08/2022
Expiry date /laTa okoHYIaHUS cpoKa 07/2027
TOAHOCTH
Water for injections (solvent) / Boga 118 nubekuni (pacTBopHTEIb)
TESTS / IIOKA3ZATEJIN SPECIFICATIONS / HOPMbEI |

Description /Onucanne

" Visible particles /
Budumbte uacnuysi

Sub visible particles /o

Heeudumnre yacmuyol

>10 um particles /

JacTUl pazMepoM > 10 MxmM

=25 um particles /

YACTHIL PA3MEPOM = 25 MKM

| Acidity and alkalinity /

Kucao0THOCTE H 11EJ109HOCTD

Clear, colourless liquid without odor. /
TNpozpausas decupeTHAs KHAKOCTE 0e3
3amnaxa.

RESULTS / PE3YJBTATHI

Complies / CooTBeTCTBYET

Particulate matter / Mexannueckne BKIIOYEHHS

Should be absent. / JlomkHbl OTCYTCTBOBATE.

Not more than 6000 particles per ampoule; /
He 6onee 6000 na ammymy;

Not more than 600 particles per ampoule. /
He 6omee 600 Ha aMmymy.

Absent / OtcyTeTBYIOT

13

Test sample should pass the test. /
Henwrryembiii 06pazel NoJpken BEIIEPKUBATh
HCTILITaHHE.

Complies / CooTBeTcTBYET

Reducing substances /
BoceranapaHBalIIHe
BeHIECTBA

' " Carbon dioxide

Test sample should pass the test. /
Hcnprryemsrnii obpazell JOJBKEH BHIASPKABATD
VICTIEITAHME.

Complies / CooTBeTcTBYET

N(;urbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

HHTpaTLI H HETPUTBI

Sulphates / Cyasdarnt

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

¥Yraepona IHOKCHA / He momkHO OBITL IOMYTHCHHS B TCUCHHC
I yaca.
Chlorides/ X1opuan1 Not more than 0.5 ppm. / He donee 0,5 ppm. <0.5 ppm
'Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

[ No turbidity should occur within not less than

1 h./ B Teuenne He MeHee 1 yaca HE JOMKHO
HabM0AAThCS IOMYTHEHHE.

Complies / CooTBeTcTBYET
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YGENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIN3A

TESTS / TOKA3ATEJHA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATBI

Ammonium / AMMoOHRIT

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

<0.6 ppm

Calcium and magnesium /
Kanpnmii 1 marnmii

Pure blue celor should be observed (without a
violet hue). / JomkHo HabMOIATECA YHCTO
cHHee okpalnnpanne (6e3 ¢roneTororo
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Tazxennie
METANIbI

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 Gornee 0,004%. 0.000 %
Cyxoii ocTaTok
Conductivity / Not more than 25 pS/cm. / 8 uS/em./
DNeKTpONpoBOAHOCTE He 6onee 25 MxCw/cm. 8 MxCwu/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
HsBaeraemeblii ofibem He mexee HOMWUHANTBHOTO (He MeHee 2 MIT). 2 Mn

" Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <0.25EU/mL/
BakrepHaaLHbIe JHIOTOKCHER | injections. / He Bomee 0,25 ED/mMn Boms! nist <0.25E3/mn

HHBEKLHH.

| Sterility / CrepuibnocTs

Should be sterile. / JlomxHa O5ITE CTEpHNIBHOL.

Packaging / Ynaxoeka

Shelf-life / Cpok roanoctn

Assessment: / 3akmoueHue:

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. /
[leppUyHadA ¥ MAKOBKA

Tlo 2 M1 pacTopHTEnd (BOJA 1)1 HHBEKLHH) B
amnyiy w3 OecuserHoro crexna, tan [ Ha
BEpPXHEH HacTH aMIynbl HaHECeHAa ToYKa
pa3ioMa OpaHKEBOTO 1BETA.

5 years. / 5 meT.

Sterile / CTepisHO.

' 'Pril-ng_g 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. /
IepBHuHAs yI2KOBKA

Ilo 2 ma pactsopurens (Boma IiA
UHBEKUWH) B aMIyly  H3
GecnperHoro crekiaa, Tun I. Ha
BEpXHel YacTH aMMyNibl HaHeceHa

| TOuKa pazlioMa OPaHXKEBOrO IIBETA.

The batch complies with the specifications according to ND JIC-000295-160721./
Cepus cooTBeTCTBYET TpeOOBAHUAM HOpPMAaTHRHOTO AokyMeHTa JIC-000295-160721.

€]
@@GENSENTA

llag Sanayi ve Ticaret A.$

Ali Ethemoglu

Quality Con[rol Supervisor

204 9M
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