CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIN3A

Name of Product/
HaumMenoBanne npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pazmep cepun

Date of Control / laTa ananusza

Manufacturing date / Iara
TPOH3BO/ICTBA

Expiry date /laTa okoH1yanusa
CpoOKa FOTHOCTH

TESTS / IIOKA3ATEJJIH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEA®, nuogurnzaT 1158 IPHTOTOBRJEHHS PACTBOPA 118

HHBeKuRnii, 20 Mr
23H10881A

41.665,000

09.2023
08.2023

07.2026

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJIBTATBI

Appearance / Onucanue

Identification / [lopanHROCTD

Tenoxicam by_HPLC /
Tenorcuxam (BIKX)

Tenoxicam by UV-

spectrophotometry / Tenoxcurxam

(Yo-

crekmpogomomempudeckiiii)

Yellow with greenish tint lyophilized powder. /
Jhiodunu3upoBaHHBET MOPOIIOK JKEITOTO ©
3EJICHOBATBIM OTTCHKOM LIBETA.

| 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
YACPHKUBAHNAS I1MK4 TCHOKCHKAMA Ha
XpoMaTorpaMme HCTIBITYEMOr0 pacTBOpa
JIOIKHO COOTBETCTBOBATD BpPEMEHH
YICPKHBARHS HKA TEHOKCHKAMA Ha
XpOMaTOrpaMMe CTaHAapTHOTO pacTBopa {CM.
«PoncTeeHHbBIE [IPUMECHY, olpeneneHue
€/IMHHYHBIX MNPHMecEll W CYMMEI TIpHMecei
(254 HM]).

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” ftest). / Yd-cnektp
HOTIIOIIEHHS HCTILITYEMOTO pacTBopa,
MPUrOTOBIEHHOTO A KOJMUYECTBEHHOTO
onpenenennd, B otmacta ot 230 am ao 400 Bm
AOMKEH HMETh MAKCHMMYMBI OpH JUIMHHAX BOJIH
257 + 2uM, 285 £ 28M 1 368 £ 2ZHM (oM.

| «KonHYecTREHHOE ONPEACIEHHE TEHOKCKAMAY ).

Complies / CooTBeTCTBYET

Complies / CooTBetcTBYET

Complies / CooTBeTCTRYET
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

' TESTS / IOKA3ZATEIIN

SPECIFICATIONS / HOPMbI

RESULTS/

PE3YJABTATBHI

Sodium metabisulfite /
Hampua memabucyrsum

Dissolving time / Bpemst
PacTBOPCHHSA

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
metabisuifite” test. / Bpems yIep)xHBaHHA TIHKa
Harpus Metabucynsmra HAa XpoMATOrpaMme
HCTBITYEMOTO pacTeopa JOJIKHO
COOTBETCTROBATH BPEMEHH YACPXHURAHHA TIHKa
Harpus MeTabucyneHTa Ha XpOMarorpaMme
crangapTHoro pacteopa (cM. «Kommyectennoe
ONPEIENCHAE HAaTPHA METabuCyabdhnTar),

Not more than 60 seconds. / He Oonee 60i
CEeKYHII.

Complies / CooTreTcTBYET

27sec/27 cex

Appearance of Reconstituted
solution / OnHcanue
BOCCTAHOBJIEHHOTO PACTEOPA

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Ilpemapar
NOIKEH PacTBOPATECS [OJIHOCTBIO c
OTCYTCTBHEM HEPACTBOPEHHBIX 4YacTHL, ©Oe3
BHIMMBIX MEXaHWUECKHX BKHIoueHuit. PacTBop
AOJGKEH OBITH PO3PaYHBIM.

Complies / CoorBeTcTBYET

Solution clarity /
[Mpo3paurocTs pacTBOpa

The product solution should be clear. / Pactop
Mpenapata J0/bkeH GuITh MPo3pauHbM.

Complies / CooTBeTcTBYET

| Solution Color /
[BeTHOCTE pacTBODA

The product solution should not be more
intensively colored than the reference solution
GY . / CTenenp OKpackd pacTBOpa Mpenapara He
JTOJDKHA TIPEBBIIATh >TajioH GY .

Complies / CooTReTCTBYET

pH

7.5 t0 10.0./ Ot 7,5 mo 10,0. 9.4
Particulate matter / Mexannueckne BKJIIOYEHNAA

?szbz’e particles / Should be absent/ JlonxkHbr 0TCYTCTBOBATH Absent /OTeyTeTByIOT
UOUMBIE YACIUYBT |

Subvisible particles /

Hegudumple yacmuynt
=10 pm particles/ Not more than 6000/vial; / 49 / vial
Yacrun pasMepom > 10 Mrm He Gonee 6000 #a dnaxon; 49 / dnaxon
=25 um particles/ Not more than 600/vial. / 2/ vial
YacTrir pasMepoM = 25 MEM 2 / dnakon

He Gonee 600 na ¢aaxomn.
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CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIN3A

TESTS / [IOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS/
PE3YJbTATHI

Related substances / Poacreesnbie

MPHMECH

Enonunusas

detected / He

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

2-aMHHOTMPHINH o0HapyxeHa

Individual unidentified impurity / Not more than 0.5 %; / He 6onee 0,5 %; Below LOQ (LOQ =
0.05%) / Hmwxe npenena

HEHICHTIPUIMPOBAHHAS IPHMCChH | KONMYECTBEHHOIO
onpenenenua  ([IKO =
0.05 %)

Eotal impurities/u Not more than 1.0 %. / He Gonice 1,0 %. Below LOQ (LOQ =

yMMa TIpHMEcel 0.05%) / Huxe npenena
KONHYE€CTBEHHOr 0
onpemenenua  ([IKO =
(.05 %)
I .
Uniformity of dosage units / The Acceptance value (AV) should be not more AV=40 (n=10)

OaHopoaHOCTL J03HPOBAHHS
|

' Water /Boaa

Bacterial endotoxins /

| Bamepna.nbuue IHAOTOKCHHEI

than 15.0. / Tlokazarens mpuemmeMoctH {AV) |
noixeH OpITh HE Oonee 15,0,

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

"Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 E3/Mr TeHOKCHKaMa.

1.2 %

<0.128 EU/mg /
< (.128 E3/ Mr

I St?ility TCTepn.anoch

Should be sterile. / omken 6bITE CTEPUNBHBIM. |

Sterile / Crepunex

| Assay / Koau4ecTseHHOE onpenese

HHE

Tenoxicam / Tenoxcuxkam

90.0% to 110.0% of C13H11N3048; (tenoxicam)
of label claim. / Ot 90,0% a0 110,0%
C13H11N304S; (TeHoKcHKAM) OT HOMHHAIBHOTO
COMIe PoKAHHA.

99.6 %

Sodium metabisulfite /
Hampua mematucyaogium

85.0% to 110.0% of Sodium metabisulfite of the

label claim. / Ot 85,0% no 110,0 % narpus
MeTabHcynbpHTa ot HOMWHAIBHOTO
colepKaHHA.

102.1 %
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CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIU3A

| TESTS/TOKA3ATEJH |

| Package / Ynakoska

SPECIFICATIONS / HOPMbI

RESULTS /PE3YJABTATEI

Primary package
20 mg of the tenoxicam in a colorless

glass vial type [ stoppersd with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
[MerBUYHAT Y IAKOBKA

[To 20 Mr TeHOKCHKAME BO (PIAKOH H3

OeclBeTHOTO CTeKna TUI 1,
YKYMOPEHHBII npodkoi 3
OpoMOyTUNOBOIT  pesubbl,  ofdxaroii

ATHMHHHACBEIM KONIIAYKOM C KOHTPOJIEM
OEPBOTO  BCKPBITHA H TNACTHKOBBIM

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. /
ITeppruAad vIakoBka

Tlo 20 Mr TeHOKCHKaM3d BO (MIZKOH H3

OecrBeTHOrO cTeKNIa THIN 1,
YKYTIOPEHHEIH podKoi 03
OpoMOYTHIIOBOH  pe3mHEL,  ODaToi

ATHMHUIHHEBBIM KOJHIAYKOM € KOHTPOJIEM
HEPBOre  BCKPBITHA H  [IACTHKOBEIM

IHCKOM MOBEPX ANFOMHUHHEBOrO | TUCKOM MIOBEPX ATFOMHHHEBOTO
KOJIAYKa. - | xonnauka. -
Shelf-life/ Cpox reanoctu 3 years. / 3 ropa. |
KIT / KOMIUIEKT
TESTS /[TIOKA3ATEJH | SPECIFICATIONS / HOPMEIL RESULTS /PE3VJBTATHI
Kit package / YmakoBka Secondary package Secondary package
KOMILIEKTa 3 vials with the medical product and 3 3 vials w1th. the medical ]?roduct anfi 3
. . . ampoules with the solvent in a polyvinyl
ampoules with the solvent in a polyvinyl . .
. chloride cassette. ! cassette with the
chloride cassette. . . . .
patient information leaflet in a carton
1 cassette with the patient information | pack./
leaflet in a carton pack. /
_ BTopH1Has YMaKOBKa
Bropuynag vmakoBka
Tlo 3 dnakoHa ¢ npenapatom u 3
Ho 3 d¢naxora ¢ TpemapatoM U 3 | aMIOyNEl ¢ PacTBOPUTENEM MOMELUAT B
| aMITYJIBl ¢ PARCTBOPUTENEM NOMELLAKOT B | KAcCeTy M3 NOAHBHHITXIOpHmA. |
KacCeTy H3 TIOIHBHHUIIXIIOPHAA. KacCeTy BMeCTe € HHCTPYKLMEH 1o
N MPHUMEHEHHIO TMOMEaloT B  IaukKy
1 kaccery BMecTe ¢ MHCTpYKuueil 1o
KaPTOHHYIO.
NPUMEHEHHI0O [OMEIIAIT B  NauKy
KapTOHHYTO.
| |
| Labeling/ MapxupoBka According to the ND. / B cooTBeTcTBIE ‘ Complies as prescribed / CooTBeTcTByeT

¢ HOPMATHBHOH JOKYMEHTAIMEH.

TpeboBaHHAM
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CERTIFICATE OF ANALYSIS/ CEPTUOUKAT AHAJIM3A

Kit storage / For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:
XpaneHHe KOMILIEKTA

In the original packaging (3 vials with medical product and 3 ampoules with solvent
in the carton), at temperature below 25 °C. /

| dng ynaxKoBKM Mo 3 §iIaKOHA ¢ IDEnapaToM W 3 aMITyJibl ¢ DACTBONHTEIEM B
KacceTe:

B opurHHansHOH ynakoske ((p1akoHE ¢ OpenapaToM W AMITYTEl ¢ PACTEOPHTENEM B
FrauKe) TIPH TeMIIepaType He Beime 25 °C,

Kit shelf life / | 3 years. The kit shel-life is determined by the shelf-life of the medical product for
Cpok rogHocTH KomMmJiekta | human use. / 3 roga. Cpok rOIHOCTH KOMILIEKTA ONPEAenaeTcs CpOKOM I'OJHOCTH
NeKapcTEEHHOTO MPenaparta 4718 MeTHIHHCKOTO TIPHMeHEeHHS.

Assessment: / 3axmouenue: The batch complies with the specifications according to ND JEC-000295-160721,
amend #1 on 25.04.2023_/
Cepus cooTBeTcTBYeT TpeboBaHUAM HOpMATHBHOrO nokymeHta JIC-000295-
160721, M3menenne Nel ot 25.04.2023.

API name (INN) / nauMenopanne A®C (MHH): Tenoxicam / TeHOKCHEAM
API manufacturer batch number / 92043421

Homep cepnn nponsBoautens ADC;

FP Manufacturer API Batch number / 22105967

Howmep cepun cyOcTanuun nponssoautens [Jd: |

API Manufactured by & country / i Edmond Pharma S.r.L., Italy /
ITponszsogurens A®C, crpana: Samong @apma, C.pJI, Hrams

Quality Control Supervisor
ik cAnd

N
N

:

e

O 0® 2071
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BeEnseN

CERTIFICATE OF ANALYSIS / CEPTUO®HKAT AHAJIM3A

Name of Product/
HanmenoBanHe npenapara

Water for injections (solvent) /

Boja g1a MHBeKLHII (pacTEOPHTEb)

Batch no./ Homep cepun 32A4

Amount of product per batch / Pazmep ;89626

cepHH

Date of Control / IaTta anannsa 03/2023

Manufacturing date / Jata nponssonctea :  01/2023

Expiry date /TaTta oxoH4YaHHA cpoKa c 1272027

TFOQHOCTH

Water for injections (solvent) / Bona nna nabexuuii (pacTBopuTes)

I TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMHEI

E Description /Onncanne

Clear, colourless liquid without odor. /
ITpospaunas OeciipeTHAA KUAKOCTE 63
| 3anaxa.

Particulate matter / MexannyeckHe BKIHWYEHHUA

| RESULTS/PE3YJbTATbI
Complies / CooTBETCTBYET

YACTHIL PA3MEpoM = 25 MKM

He 6onee 600 na ammyny.

Visible particles / Should be absent. / JIOJDKHBI OTCYTCTBOBATE. | ~ Absent/ OTCyTCTBYIOT
Budumbie yacmujel |
Sub visible particles /
Hegudumvie wacmuyel
>10 pm particles / Not more than 6000 particles per ampoule; / 3
yactaL pasMepom = 10 mrm | He 6onee 6000 Ha ammymy;
>25 pm particles / Not more than 600 particles per ampoule. / 0

Acidity and alkalinity /
KncnoTHoCTE H Lie0YHOCTh

Reducing substances /
Boccranas/mBaiome
BelecTBa

Test sample should pass the test. /
HcneiTyeMeiii o0Opasel A0MKEH BRIISPKUBATh
HCTILITAHHE.

Complies / CoOTBETCTBYET

| Test sa.mple_shguld pass the test. /
Heneiryemeiii 00pasen] A0/DKEH BRYICPKUBATE
HCTBITAHUE,

Complies / CoorBeTcrByeT

Carbon dioxide
¥Yraepoma nHokcng

Chlo ridesf_X.rlopm(u

Nitrates and Nitrites/

HuTpaTh! H HHTPHTEI

No turbidity should be observed within ! hour.

/ He pomxkHo OBITH IOMYTHEHHA B TeU€HHE
1 gaca.

I Not more than 0.5 ppm. / He Gomee 0,5 ppm.
| Not more than 0.00002 % (0.2 ppm). /
He Gomee 0,00002 % (0,2 ppm).

Complies / CooTBeTCTEYET

<0.5ppm
<0.00002% (<0.2 ppm)

' Sulphates / CyabdaTsi

No turbidity should occur within not less than
1 h. / B TeueHne He MeHee | yaca He JOKHO
HabAOAATHES TTOMYTHEHHE,

Complies / CooTseTcTBYET

Ammonium / AMMOHHH

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

<0.6 ppm
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®
CRGENSENTI

CERTIFICATE OF ANALYSIS/ CEPTUGOUKAT AHAJTH3A

TESTS / TIOKA3ATEJH

Calcium and magnesium /
Kannuuii ¥ Maraui

Heavy metals/ Tazxennbie
METAJIBI

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATH

Pure biue color should be observed (without a
violet hue). / lomkro HabnromaTees 4YACTO
crHee OKpallingaHie (6e3 pHomeToBoOTO
OTTEHKA).

Comphes / Coc)TBeTCTByeT

| Not more than 0.00001 % (0.1 ppm). /

He 6onee 0,00001 % (0,1 ppm).

<0.00001% (<0.1ppm)

Residue after evaporation /
Cyxo# oCcTaToK

Not more than 0.004%. / He 6once 0,004%.

“Conductivity /
INeKTPONPOBOAHOCTE

Extractable volume /
Hs3saexaeMblil 00LeM

Not more than 25 uS/cm. /
He 6onee 25 mxCm/eM.

0.000 %

9 uS/em./
9 MkCa/cM.

Not less than label claim (not less than 2 ml). /
He Meniee HOMHHATEROTO (HE McHee 2 M).

Bacterial endotoxins /
BakTepHanbHbie YHI0TOKCHHBI

Sterility / CtepuibHOCTB

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/Mn Boaw! s
WHBCKLIHE,

2ml/
2 M

<025EU/mL/
<0.25ED/Mn

Should be sterile. / Jlomxna GBITE CTEPIIBHOLA.

Sterile / CrepinbHo.

Packaging / ¥naxkoska

Shelf-life / Cpox roAHOCTH

Assessment: / 3aKmodeHne:

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. /
[lepBuuHad vIaKOBKa

Mo 2 mn pacTBopuTensd (Boma I HHBEKIHH) B
ammyny u3 OecuserHoro crekna, THn 1. Ha
BepxHel 4YaCTH aMITyJlbl H3HCCCHZ TOUKa
Da3NoMa OPaH:KEBOTO LBETA.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type 1 with an crange one-
point-cut at the top of the ampule. /
IlepBUuHas vIakoOBKa

Ilo 2 mn pacteopuTend (Boga ATA
HHBEKIMH) B aMmyny M3
OecripeTHoro crekna, THn [. Ha
BepXHEH YacTH aMIlyJbl HaHeceHa
TOUKA PA3IoMa OPAHKEBOTO LIBETA.

5 years. / 5 mer.

The batch complies with the specifications according to ND JIC-000295-160721, amend

#1 on 25.04.2023 /

Cepus cooTBeTCTBYET TpeboBaHHAM HopMaTHBHOrO nokyMeHTa JIC-000295-160721,

Hsmenenne Nel or 25.04.2023.

Ali Ethemoglu
ﬁ
Quahtylk ont 01 Supervisor
|\
\J_a' W

@ “3955'%\4‘ icaret A.S.
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®
B GENENTH

CERTIFICATE OF ANALYSIS / CEPTUGOHUKAT AHAJIN3A

Name of Product/

Haumenosanne npenapata

Batch no./ Homep cepin

Amount of product per batch / Pazmep

cepuH

Date of Control / HaTa aHannza

Manufacturing date / {ata nponsBoacTsa

Expiry date //laTa oKoHIaHNS CPOKA

TOAHOCTH

Water for injections (solvent) /

Boja Ana HHbEKIMH (PacTBOPHTEIb)

3281
88903

03/2023
02/2023
01/2028

Water for injections (solvent) / Bona nn9 unbeKkunii (pacTaopuTenn)

TESTS / ITIOKA3ATEJIHA

' Deseription /Onncanne

| 4 N
Particulate matter / MexaHH4ecKHe BKIIOYEHHHA

Visible particles /
Bugumvie vacmuybl

SPECIFICATIONS / HOPMbI
Clear, colourless liquid without odor. /
[MpozpadHas GeclipeTHAsL KUIKOCThL He3
3anaxa.

Complies / CooTBeTCcTBYET

Should be absent. / JIOIKHBL OTCY TCYBOBATE.

Sub visible particles /
Heguoumvie uacmuypl

>10 pum particles /

>25 um particles /

YaCTHL pasMepoM = 25 MKM

Not more than 6000 particles per ampoule; /

yacTHl pasmMepoM > 10 MEM | He 6onee 6000 sa amMmnyny;

Not more than 600 particles per ampoule. /
He Gonee 600 na amiyny,

Absent / OTcyTéTByfoT

RESULTS / PE3YJILTATHL |

Acidity and alkalinity /

Reducing substances /
BoccranapaHpalomue
BelIeCTRA

KncaoTHoeTs 1 1IE10MHOCTE

Test sample should pass the test. /
HcneityeMbiid oGpasen NOMKeH BBIIEPAHBATH
HCIIBITAHHE.

Test sample should pass the test. /
Henbrryembiii obpaszen NomkeH BBIIEP:KHBATh
HCIBITAHKE.

—
| Carbon dioxide
Yriepoaa AROKCHI

Chlorides/ Xnopuas

No turbidity should be observed within 1 hour.

/ He momxHO GBITH MOMYTHEHHA B TEYEHHE
1 gaca.

Complies / CooTBeTCcTBYET

Complies / CooTBeTCTBYCT

Com?:lies { CooTBETCTBYET

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

<0.5ppm

| Nitrates and Nitrites/
HurpaThi 1 HMTPHTBI

Sulphates / CyabaTtsl

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

No turbidity should occur within not less than
1 h./ B revenHe He MeHee | waca He JOJKHO
HabIIOmATHCS MOMYTHCHHE.

<0.00002% (<0.2 ppm)

Complies / CootseTcTByeT

Ammonium / AMMoHHii

Not more than 0.6 ppm. / He Gonee 0,6 p}?m.

<0.6 ppm
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®
Y GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUDHNKAT AHAJIM3A

TESTS / IIOKA3SATEJH

SPECIFICATIONS / HOPMBI

Calcium and magnesium /
Kajabuuit m maramit

| Pure blue color should be observed (without a
violet hue}. / Jomxao HaOMIOAATECS YHCTO
CHHee okpamuBaHHe {6e3 (pHoneToBoro
OTTEHKA),

Heavy metals/ Tsixennste
METAJIBI

Residue after evaporation /
Cyxoii ocTaTor

Conductivity /
DJIEKTPONPOBOIHOCTH

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

RESULTS /PE3YJILTATHI
Complies / CooTerciByeT

<0.00001% (<0.1ppm)

| Not more than 0.004%. / He 6onee 0,004%.

0.000 %

| Not more than 25 uS/em. /
He 6onee 25 mxCwm/cM.

Extractable volume /
H3paexaeMplii 00nmem

| Bacterial endotoxins /
BaxrepHanbHBIe SJHI0TOKCHHEI

Not less than label claim (not less than 2 ml). /
He meHee HOMWHANEHOTO (He MeHee 2 M)

6 uS/em./
6 MKCw/cMm,

2ml/
2 M

| Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ES/Ma Boast ast
MHBEKIH.

<0.25EU/mL/
<0.25E3/mMn

Sterility / Crepnabrocts

Should be sterile. / JHom#na 6bITe CTEPHABHOIA.

Sterile / CTepmisHo.

' Packaging / ¥Ynakoska

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. /
llepBHYHAS ¥ TAKOBKA

Tlo 2 mn pacTBopHTCAs (BOfA AT MHBEKIMIT) B
ammyny w3 OecuserHoro crexna, Tan I Ha
BCpXHEH 9acTH aMIlylnbl HaHeceHa TouKa
Pa3IoMa OPAHKEBOIO LIBETA.

' Shelf-life / Cpox roanoctn

5 years. / 5 met.

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. /
TlepBuUuHas v ITaKOBKa

o 2 mn pacreopuTens (Bojaa Juts
HWHBEKLIMH) B aMITyTy u3
becrBeTHoro crekma, Tum 1. Ha
BEPXHCH Ya4CTH aMITylbl HAHECCHA
TOYKA [A3/10Ma OPAHKEBOTO IBETA.

Assessment: / 3akmoueHue:

The batch complies with the specifications according to ND JIC-000295-160721, amend

#1 on 25.04.2023 /

Cepus cooTBEeTCTBYET TpeOOBaHIAM HOpMaTHBHOTO AokyMeHTa JIC-000295-160721,

Hsmenenue Nel ot 25.04.2023.

Ali Ethemoglu

Quality Cont't'ol Supervisor

Y ﬁeEtl‘fs ﬁl\@\
R llag San aret AS

2/2




