CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJMHU3A

Name of Product/
HaumeHoBaHHE NpenapaTa

Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepun

Date of Control / lata anannsa

Manufacturing date / lara
TPOH3BOACTBA

Expiry date /MaTa okoHYaHMS
€pOKa rOTHOCTH

| TESTS / IIOKA3ATEJIH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg/

TEKCAPEZX®, tnodguim3ar 415 IPHTOTOBJEHHA PAcTBOPA /1Nis1

HHBEKNHA, 20 Mr
23H10741A
41.027,000

08.2023
08.2023

07.2026

SPECIFICATIONS / HOPMbI

RESULTS / _‘
PE3YJIBTATHI

| Appearance / Onucanue

Identification / IloaanHHOCTHL

Tenoxicam by HPLC /
Tenoxcuxam (BIKX)

| Yellow with greenish tint lyophilized powder. /

HHO(lJI’IJTH3ﬂpOBﬂHHHﬁ MOPOIIOK  XKENTOTO C
3CNCHOBATHIM 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 (sce “Related
substances”, determination of single impurities
and total impurities (254 nm)). / DBpems
YICPKUBAHHS NHKa TCHOKCHKaMa Ha
XpOMaTorpaMMe HCIIBITYEMOTO pacrsopa
JOJKHO COOTBETCTEOBATD BpEMEHH
VIICPKHBAHUSI TIHKE TCHOKCHEAMA Ha
XpOMAaTOrpaMMe CTaHZAPTHOTO pacTBopa (oM.
«PoncTeeHHsie TIPHMECHY, onpeIeeHIe
C/IHHUYHBIX TPEMECEl M CYMMBL  IpHMeEceii
1254 M) ).

Tenoxicam by UV-
spectrophotometry / Tenoxcurxam
(Y-
CREKMPOPHOMOMEMPUIECKUH)

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 (sce
“Assay of Tenoxicam” test). / Y@-cnekrp
MIOTTIOLEH s HCTIBITYEMOTO pacTBOpa,
IPHIOTORIIEHHOTO pinib KOJIMYECTBEHHOTO
onpenenenus, B obnactu ot 230 vm ao 400 Bm
JOMKEH MMETh MAKCHMYMBI TIpH UIHHAX BOJH
257 + 2pm, 285 £+ 28aM m 368 = 2 HM (oM,
«KonnuecTBeHHOE OTIpenie/IeHUE TEHOKCHKaMa ).

Complies / CooTeeTcTRYCT ‘

Complies / CooTBeTCTBYET

Complies / CooTRercTRYET
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CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIN3A

TESTS / HOKA3ATEIH

Sodium metabisulfite /
Hampua memabucyrovpum

| The retention time of Sodium metabisulfite peak .

SPECIFICATIONS f HOPMBI

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. / Bpemsa vaepxuBaHHg ITHKa
Harpus MeTabucynpura Ha Xpomarorpamme
HCHBITYEMOTO pacTBopa TOMKHO
COOTBETCTBOBATE BPEMEHH YICPXKHBAHWS MHKa
HATpus MeTAabHCYnbBUTA HA  XPOMATOTPAMME
crangapTHoro pactBopa (cM. «KonndectBentoe
ornpegeneHHe HATpHA MeTabHCynbphuTaR).

RESULTS/

PE3YJbTATHI !

Complies / CootBercTByeT

'Dissolving time / Bpems
| pacTBopeH#s

| Appearance of Reconstituted
solution / Onncanne
BOCCTAHOBJAEHHOTO PacTBOpa

Not more than 60 seconds. / He 6Gomee 60
CeKYHI.

The product should dissolve completely without .

of undissolved particles and visible particulate
matter. The solution should be clear. / [Tpenapar
JOJDKEH pacTBOpATHCA MOJTHOCTBE} c
OTCYTCTBHEM HEpACTBOPEHHEIX HacTHI, 0Oe3
BHIHMBIX MeXaHWUeCKWX BKJIIOUeHHI. PactBop
ZOIKEH OBITH IPO3PAYHEM,

Solutien clarity /
IIpo3pauHoCTb pacTBOpa

The product solution should be clear. / PactBop

Tpenapara JoDKeH GBITH PO3PATHBIM.

23 sec/ 23 cek

Complies / CooTBeTcTBYET

Complies / CooTBeTcTBYET

Solution Color /
lIseTHOCTL pacTBOpa

.pH

Particulate matter / Mexannveckne

Visible particles /
Buounvte yacmuybl

Subvisible particles /
Hegudumvle vacmuyol

=10 um particles/
Yacruu pazmepom > 10 MM

>25 um particles/
Hactni pazMepoM > 25 MKM

The product solution should not be more
intensively colored than the reference solution
GY. / Crenens oKpacKu pacTBOpa Nperapara He
[OTKHa TIPeBsIIATE 3TaI0H GY ).

Complies / CooTBercTBYET

17.5t010.0. /077,510 10,0.

BKANYCHHA

Should be absent/ Jloxxse oTcyTCTROBATE

Not more than 6000/vial; /
He 6onee 6000 Ha dnakoH;

Not more than 600/vial. /
He donee 600 Ha ¢axoH.

92

Absent /OrtcyTeTBYIOT

88 / vial
88 / pnaron

7/ vial
7 / dpnaxon
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

| TESTS / IOKA3ATEJIH

Related substances / Popcreennsie

" 2-aminopyridine /
2-aMHHONMHPHIHE

Individual unidentified impurity /
Enunnunas
HEHICHTH(UIMPOBAHHAS OPHMECE

Total impurities /
Cymma npuMeceit

Uniformity of dosage units /
OaHOpOAHOCTH 103HPOBAHHA

Water /Boga

SPECIFICATIONS / HOPMbI RESULTS /
PE3IYJILTATLI
npHMecH
Not more than 0.5 %; / He 6onee 0,5 %; Not  detected / Te |
OOHApyxeHa |
Not more than 0.5 %; / He Gonee 0,5 %,; Below LOQ (LOQ = |
| 0.05 %) / Hwxe npemena
KOIUICCTREHHOTO
onpegenenns  ([IKO =
0.05 %)
Not more than 1.0 %. / He Gonee 1,0 %. Below LOQ (LOQ =
0.05%) / Hmxe npemena
KOIHYECTREHHOTO
onpegeneHua  (IIKO =
0.05 %)
The Acceptance value {(AV) should be not more AV=1.7 (n=10)
than 15.0. / FHokazarens npueMnemoctn (AV)
nomkeH OpITh HE Oonee 15,0,
Not more than 3.0 %. / He Gonee 3,0 %. 1.1 %

Bacterial endotoxins /
BakTepuaabHble IHAOTOKCHHDY

Sterility /CrepHabHocTn

Assay / KonnuecTBeHHOE OonpeneJie

Not more than 1 EU/mg of tenoxicam. /
He Gonee 1 E3/mr TeHoKcHKaMa.

<0.128 EU/mg /
<0.128 ED/ mr |

Should be sterile. / [{onxkeH OBITh CTEPHIBHBIM.

Sterile / Ctepunen |

HHE

Tenoxicam / Tenoxcurkam

of label claim. / Ot 90,0% amo 110,0%
C13H11N304S, (TeHOKCMKaM) OT HOMHHAIbHOTO
COIEPIKaHMA.

Sodium metabisulfite /
Hampua memabucyrohum

85.0% to 110.0% of Sodium metabisulfite of the
label claim. / Ot 85,0% pno 110,0 % narpus
meTabucyasdura oT HOMHHAIBHOIO

COACPKAHWA.

90.0% to 110.0% of C1sH1N3048; (tenoxicam)

101.5 %

98.1 %
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CERTIFICATE OF ANALYSIS / CEPTHO®HKAT AHAJIN3A

! TESTS / IIOKA3ZATEJIH
| Package / Ynaxkoska

SPECIEICATIONS / HOPMbBI

RESULTS / PE3VJILTATHI

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. /
IeppryHag Y nakoBKa

[Mo 20 Mr TeHokcHKama BO ¢NaKkoH H3

OeCIBETHOTO CTEKIIA THTI I
YKYIOPEHHbI npodKoii H3
OpoMOyTHIOROH — pesWHbl, O0OKATOH

ATHMHHHCBBIM KOINA4YKOM € KOHTPOJIEM
NeEPBOro BCKPBITHA H  ILTACTHKOBBLIM

Primary package
20 mg of the tenoxicam in a colorless

glass vial type | stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
HepBudHas v OakoBKa

[lo 20 Mr TeHOKcHKaMa BO {IakoH H3

fecuseTHOrO CTEKIIA THIT 1,
YKYTIOPEHHEBIH npobkoii u3
OpoMOYTHMOBOH  pesunbi,  ofukaroit

alfOMHHHEBBIM KOJMAYKOM ¢ KQHTPOICM |
MEPBOrc BCKPBITHA H IUIACTHKOBBIM

JOUCKOM MOBEPX AMHOMHHUEBCTO | JHCKOM MOBEPX ANFOMHHHEBOrO
i - KOJIAYKA. - | Kolmadka. -
Shelf-life/ Cpox roanocTn 3 years. / 3 rogza.
i
KIT / KOMILIEKT
| TESTS / TOKA3ATEJIH | SPECIFICATIONS f HOPMM RESULTS /PE3YJBTATHI
| Kit package / VYnakoBka @ Secondary package Secondary package

KOMILIEKTA

I_Labeling/ Mapknposka

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. /

BropHuHas viIakoBKa

[lo 3 dmnakona ¢ npenapatroM u 3
AMITyITBl ¢ PACTBOPHUTENEM TIOMEILAKT B
KACCETY W3 NOJMHBUHUIIXJIOPHA.

| kacceTy BMecTe ¢ HHCTPYKLHEH MO
NPUMEHeHHI0 TOMEIIAIOT B TAYKY

KapTOHHYLO.

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. /

Bropmiudas v Mmakoska

Tlo 3 (¢naxona ¢ mnpenmapatoM u 3
aMILyJIEl ¢ PACTBOPHTENIEM TOMEILIAIOT B
KacceTy W3 HONHBHHUIXAOpHIa. |
KaCcCetry - BMECTE ¢ MHCTIpYKUMeH Do
MPUMEHEHHIO [IOMEMAOT B [AUKy
KapTOHHYIO.

¢ HOPMAaTHBHOW NOKYMEHTalHCH.

TPeOOBAHHAM
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CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJ/IN3A

Kit storage /
XpaHeHHe KOMILIEKTA

| Kit shelf life /
C[JOK TOAHOCTH KOMINJIIEKTA

For confipuration 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 235 °C. /

JLia v nakoBKH 10 3 (WIAKOHA ¢ MPETANATOM B 3 aMIVJTBI € [JACTBOJHTENEM B
KacceTe:

B opuripansroii ynakoske ((pnaKoHH ¢ TIPEIapaToM H aMITy/iH ¢ PACTBOPHTEINEM B
TauKe) MpH TeMIleparype He Bemue 25 °C.

I3 years. The kit shelf-life is determined by the shelf-life of the medical product for

human use. / 3 roga. CpOK TOOHOCTH KOMILIEKTA ONPEACNACTCA CPOKOM MoQHOCTH
JSKapCTBEHHOTO Npenapara JJisi MEIHIWHCKOTO ITPHMEHEHHS.

Assessment: / 3akmodeHuc:

The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /

Cepust cooTrercrayeT TpeOoBaHHAM HOpMaTUBHOTO AokymMenTa JIC-000295-
160721, HU3smenenue Nel or 25.04.2023.

API name (INN) / nanmenosanne A@C (MHH):

Tenoxicam / TeHOKCUKAM

'API manufacturer batch number /
Homep cepun npoussogntens ADC:

92043421

FP Manufacturer API Batch nunber /
Homep cepun cyGeTannun nponzeoantens IJId:

22105967

' API Manufactured by & country /
Mponzeogutens ADC, crpana:

Edmond Pharma S.r.L., Italy /
Damonp ®apma, C.p.JI., Uranua

Quality Control Supervisor

A J'i/ '

06'-031?&7
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®
BRGENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIN3A

Name of Product/
HanmeHoBanHe Npenaparta

Batch no./ Homep cepun 2216
Amount of product per batch / Pazmep : 86624
cepHH
Date of Control / JlaTa aHaau3a 04/2623
Manufacturing date / lata npousBonersa  : 1272022
Expiry date /JJaTa oKOHYAHHMA CPOKA ;1172027
TOAHOCTH
Water for injections (solvent) / Boxa ans Hubeknuii (pacTsopurenb)
. TESTS /TIOKA3ATEJIA ' SPECIFICATIONS / HOPMbI | RESULTS/ PE3YJAbBTATHI
Description /Onucanune Clear, colourless liquid without odor. / Complies / CooTBercTBYET
TIpozpaunan BecnpeTHas KUTKOCTE Oe3
3amaxa.

Water for injections (solvent) /
Boaa AAA HHLeKIHH {pacTBOPUTEND)

Particulate matter / Mexannueckue BKJIHYEHHA

Wles / Should be absent. / JomKHB! OTCYTCTBOBATD. | Absent / OtcyTcrBytoT
Buodumuvle yacmuist
Sub visible particles / o
Hesuoumwpie wacmuybi
>10 pum particles / Not more than 6000 particles per ampoule; / 100
uacTul, pasMepoM > 10 mxm | He Gonee 6000 Ha ammyny;
>25 um particles / Not more than 600 particles per ampoule. / 6
wyacTHI[ pasMepom = 25 MM | He Bomee 600 na ammyy. I
" Acidity and alkalinity / Test sample should pass the test. / | Complies / CooTBeTCTBYCT
KucaoTHOCTE H Ied04HOCTE HcnprryeMelit 00pasen A0/mkeH BRACPKHBATE
HCTIBITAHHE,
Reducing substances / Test sample should pass the test, / Complies / CooTBeTCTBYET
BoccTanapaneawnie HenbrryeMelit o6pasen JOKeH BRLASPKUBATE
BelllecTBa HCTIBITAHYE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET
Yraepoaa nuokenn / He momxHO OBITH IOMYTHEHHS B TEUCHHE
| vaca,
' Chlorides/ XopHab Not more than 0.5 ppm. / He 6onee 0,5 ppm. . <0.5ppm
| Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
| HuTpaThl H HHTPHTEI He Gonee 0,00002 % (0,2 ppm).
Sulphates / Cynabgarbl No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h. /B TeucHue He MeHee 1 yaca He JOJKHO
HabMIONATECA NOMY THEHHE.

Ammoninm / AmMoHRIf

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

1/2



®
R GENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIN3A

TESTS / IOKA3ZATEJIHN

SPECIFICATIONS / HOPMHB

Calcium and magnesium /
Kaanuuii H Marami

Pure blue color should be observed (without a
violet hue). / Jomxeo HabmonaTeca YHCTO
cuHee okpammnBaHue (6e3 dHoneToBoro
OTTCHKA).

Heavy metals/ Taxennie
MeTaIb]

Residue after evaporation /
Cyxoii ocTaTok

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

RESITL&! PE3YJbLTATHI
Complies / CooTBeTCTRYET

<0.00001% (<0.1ppm)

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

0.000 %

Conductivity /
J4eKTPONPOBOIHOCTL

Not more than 25 pS/cm. /
He Gonee 25 MrCwm/cm,

Extractable volume /
HzBaexaemblii 00beM

Bacterial endotoxins /
BakTepHaiLHbIe 3HI0TOKCHHBI

Sterility / CTepuibHOCTh

Packaging / ¥maxoBka

| Shelf-life / Cpok roanocTn

Assessment: / 3axmnodcHEe:

Not less than label claim (not less than 2 ml). /
He Menee HoMUHANIBHOTO (He MeHee 2 MIT).

6 pS/em./
6 MxCM/cM.

2ml/
2 Mn

| Not more than 0.25 EU/mL of water for

injections. / He Gonee 0,25 E2/M Bonpr oiis
HHLEeK U,

<025EU/mL/
<0.25E3/mMn

Should be sterile. / JomkHa OBITE CTEpHIEHOIH.

Sterile / Ctepuneho.

Primary package
2 mL of the solvent (water for injections) in a

colorless glass ampule type | with an orange
oneg-point-cut at the top of the ampule. /
Ilepprynas yOakoBKa

TTo 2 mMa pacTBopuTens (Boga VI WHECKIHH) B
amryny 3 OecupeTHoro crekna, tin 1. Ha
BEPXHEH YacTH aMIy/ibl HAHECERa TOYKa
pasioMa 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. /
IepBruHas yIIAKOBKA

Ilo 2 mn pacrBopuressa (Boma mns
HHBEKLHH) B aMmyny 3
OecuserHoro crekna, tan [ Ha

I BerHEﬂ HaCcTH aMIlyllbl HaHCCCHA

TOYKa pa3jioMa OpaHXCBOI0O HBCTA.

|'s years. / 5 e,

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

#1 on 25.04.2023 /

CepHa cOOTBETCTBYET TpeGOBaHIAM HOpPMaTHBHOrO AokyMenta J1IC-000295-160721,

Wsmenenue Nel ot 25.04.2023.

Ali Ethemoglu

£

b
|}1:L'rl Supervisor

Qualityl,qi{
@@ e ':t, ﬁ#f:

1'%
"‘\
Lﬁ yi ve Ticaret A§.

“" 1|’ll.
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eENseNT

CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIU3A

Name of Product/
HauMeHoBaHHe NpenapaTa

Batch no./ Homep cepuu

Amount of product per batch / Paimep

cepHH

Date of Control / laTa ananmza

Manufacturing date / laTa npouspogcTsa

Expiry date /laTa 0KOHIaHHA CPOKA

TOMHOCTH

Water for injections (solvent) /

Boaa 211 HHBEKIMII (PACTBROPUTEND)

32A2
89995

03/2023
01/2023
1212027

Water for injections (solvent) / Bona nns unbeKIHii (pacTBOPHTEIB)

" TESTS/TNOKA3ATEJH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATBI

Description /Onncanne

| Clear, colourless liquid without odor. /
| Tpo3spauHas GecliBeTHAN KUIKOCTh &3

3amaxa.
|

Complies / CooTBeTCTBYET

Particulate matter / MexannueckHe BKJIIOYEHHA

Visible particles /
Budumeie yacmuijot

| Should be absent. / JJoimxHEI OTCYFCTBOBATE.

Sub visible particles /
Hegudumbre yacmuybi

>10 pm particles /
H4aCTHI pa3MepoM = 10 mMxM
=25 pm particles /
YACTHLL pa3MepoM = 25 MKM

Not more than 6000 particles per ampoule; /
He 6onee 6000 Ha amiymy;

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

Actdity and alkalinity /
KncaoTHoCTE H IIETOUNOCTE

Test sample should pass the test. /
Henbrryemstit oGpazer] JOMKeH BELAEDHUBATh
HCIIBITAHAE,

Absent / OTCYTCTBYIOT

42

Complies / CooTBeTCTBYET

" Reducing substances /
BoccTanapauBalolpe
BelllecTBA

"Carbon dioxide
¥riepoaa AHOKCHA

Test sample should pass the test. /
HcnerryeMelii o0pa3zell AOKCH BELACPKHBATD
HUCIILITAHHE.

/ He a0mxno ObITh [IOMYTHEHHA B TEUEHHE
1 gaca.

Chlorides/ Xaopuasi

Not more than 0.5 ppm. / He Goxee 0,5 ppm.

Nitrates and Nitrites/

Herparsl H HETPHTB!

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

No turbidity should be observed within 1 hour. |

Complies / CooTBeTcTBYET

" Complies / CooTBeTCTBYET

<0.5ppm

<0.00002% (<0.2 ppm) |

'Sulphates { Cynbdatsl

Ammonium / AMMoOHHIH

No turbidity should occur within not less than
1 h. / B Teuende He McHee 1 yaca HE JODKHO
HaOMOaThCA MOMYTHEHUE.

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

Complies / CooTBeTCTBYET

<(1.6 ppm
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®
RGENSENT

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIHU3A

TESTS / TOKA3ATEJINA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBTATBI

Calcium and magnesium /
Kansnumii m marnmii

Pure blue color should be observed (without a
violet hue). / JomxHo HaONMKAATECA YHCTO
ciHee okpallHBaHHe (0e3 droneToBoro
OTTEHKA).

Complies / CooTBeTcTBYET

[ Heavy metals/ Ta:xennie

METAJIBI

Residue after evaporation /
Cyxoii ocTaToK

Conductivity /
JIEKTPONPOEOTHOCTE

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

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

<0.00001% (<0.1ppm)

0.000 %

Not more than 25 pS/cm, / B
He Gonee 25 mxCwm/cM.

Extractable volume /
H3BaexkaeMblii 00beM

Bacterial endotoxins /
BakTepuaibHble IHAOTOKCHHB]

Not less than label claim (not less than 2 mf). /
He MeHee HOMMHANBHOTO (He MeHee 2 MJL).

1 pS/em./
1 MxCm/cM,

 2ml/
2 M1

Not more than 0.25 EU/mL of water for
injections. / He Oonee 0,25 ED/Mn Boasl fuia
HHBLEKLHE.

Sterility / CTepHabHOCTD

Packaging / ¥nakoska

Shelf-life / Cpok roaHoctH

Assessment: / 3aKmoUeHEE;

Should be sterile. / Jomxua ObITE GTEpHJIbHOfE

<0.25EU/mL/
<0.25 ES/mn

Sterile / CrepunbHo.

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. /
INepprysast vIAKOBKA

Mo 2 M pacTBOpHTENS (BOJIA /L1 MHBEKIMIT) B
ammyny w3 Oecipernoro crewna, tiin 1. Ha
BepxHeil 4acTM  amiynbl HaHeceHa TOdKa
pasioMa OPAIKEROro IBETA.

Primary package
2 mL of the solvent (water for

injections} in a colorless glass
ampule type | with an orange one-
point-cut at the top of the ampule. /
TlepBHiHad yakoBKa

Tlo 2 mn pacteoputens (Boma Inms
HHBEKHMH) B aMIyny M3
BeciseTHOrO crekna, Tun 1. Ha
BEpXHEeH YacTH aMIylbl HaHeceHa
TOYKA [a3IOMa OPAHIKEBOTO LBETA.

I's years, / 5 ner.

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

#1 on 25.04.2023 /

Cepusa cooTBeTcTBYeT TpeboBaHMAM HOpMaTHBHOro AokymenTa JIC-000295-160721,

Hamenenue Nel or 25.04.2023.

Ali Ethemoglu

|
Quality Cgérlﬁ{juperws

o

1M1

SQW ¢ Ticarst AS.
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