CERTIFICATE OF ANALYSIS/ CEPTU®OUKAT AHAJIM3A

Name of Product/
Haunmenosanne npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pa3zmep cepun

Date of Control / laTa ananu3a

Manufacturing date / laTa
TIPOH3BOACTEA

Expiry date /Tara oxonuanus
CpPOKA FOOHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEA®, anodu.1a3aT A4 NPUTrOTOBJAEHMS PACTBOPA AN

HHBeKIHi, 20 mr
25C02671A

40.694,000

04.2025
03,2025

02.2028

TESTS / TIOKA3ATEJJIN

Appearance / Onucanue

SPECIFICATIONS / HOPMbI

RESULTS /

PE3VJIBTATHI

-

Yellow with greenish tint lyophilized powder. /
JInodunuzupoBaHHE HOPOLIOK KEATOTC ¢
3€NIEHOBATHIM OTTEHKOM LBETA.

Identification / IloganHHOCTE

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
VIePKHBaHHA MHKA  TEHOKCHKAMA  Ha
XPOMATOIPAMME HCHEITYEMOrO pacTBOpa
JOIBKHO COOTBETCTBOBATh BpeMeHH
VIACPKHBAaHHWS  TIMKA  TEHOKCHKaMa  Ha
XpOMATOrpaMMe CTAaHAaPTHOTO pacTBopa (CM.
«PoncreenHbIc TIPHMECH, olpeneieHne
€IHHUYHBIX TIpAMecell W CYMMEI TpHMecei
(254 1m)).

Tenoxicam by UV-
spectrophotometry / Tenokcuxam
(Yo-

CHEKMPOGOMoMempuiecKkuii)

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®-criektp
HOTJTOTIEHHA HCTILITYEMOr0 pacTBopa,
[IPUTOTOBJIEHHOTO  JUIA KOJTHIECTBEHHOTO
ornpenenenns, B obmacru or 230 aM xo 400 am
JOJGKEH WMETh MAKCHMYMBI TP IUTHHaX BOIH
257 £ 2uM, 285 + 285M u 368 + 2uM (cm.
«KomecTBeHHOE OMPENENeHHE TCHOKCUKAMAY ),

Complies / CootercTRYET

Complies / CootBeTcTByET

Complies / CooTBeTcTBYyeT
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

TESTS / TIOKA3ATEJTA

SPECIFICATIONS / HOPMBI

Sodium metabisulfite /
Hampua memaducynogpum

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
metabisulfite” test. / Bpems y/ep/KMBaHAS IHKA
HaTpus MeTabHCYNb(HTA HA XPOMATOrpPAMME
HCTILITYEMOTO pacTBopa TOTOKHO
COOTBETCTBOBATE BPEMEHHM Y/ICPKHBAHMA IIHKA
AarpHs Merabucynb(UTa Ha XPOMATOTPAMME
cTaHnapTHoro pacrteopa (cM. «KoamiecTeeHHOE
oTipefeneHHe HaTpus MeTaluCybdmrar ).

RESULTS /
PE3YJBTATDI

Complies / CooTrercTByET

Dissolving time / Bpems
pacTBOpeHH:

Not more than 60 seconds, / He Gonee 60
CEKYHI.

: Appearance of Reconstituted

solution / Onucanue
BOCCTAHOBJIEHHOIO PacTEOpa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / [Ipenapat
TOIDKEeH PacTBOPATHCH HONTHOCTHIO c
OTCYTCTBHEM HepacTBOPEHHBIX HacThl, 063
BHIMMBIX MeXaHHUeCKUX BKiueHuil. Pacteop
JOJbKeH OBITH TIPO3paTHBIM.

Solution clarity /
IIpospasinocTe pacTeopa

Solution Celor /
IBeTHOCTHL pacTBOpa

pH

Visible particles /
Buoumwie wvacmuyn

Subvisible particles /
Hesudumuvie yacmuynt

>10 pm particles/
HacTyn pasMepoM = 10 MEM

=25 pm particles/
YacTHi pazMepoM = 25 MKM

Particulate matter / Mexann4deckHe BKJIIOYeHHS

The product solution should be ¢lear, / Pacrsop
NpenapaTa Jo/hKeH OBITh NPO3PATHbIM.

20 sec /20 cex

Complies / CootercByer

Complies / CooTBeTcIByeT

The product solution should not be more
intensively colored than the reference solution
GY1. / CreneHb okpackd pacTBopa Mpenapara He
JOIDKHA TIPEeBRIIATH 3TamoH GY (.

Complies / CooTBercTBYeT

7.51010.0. /0t 7,5 5o 10,0. 9.0

Should be absent/ JfonxHE! OTCYTCTBOBATH Absent /OtcyTeTpyior
| Not more than 6000/vial; / 14 / vial

He Bonee 6000 aa dmraxom; 14 / dnaxon

Not more than 600/vial. / 0/ vial

He 6onee 600 va dutakxomn. {} / pmaron
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

TESTS / IIOKA3ZATEJIH

| Related substances / PopcrsenHble IpHMecH

2-aminopyridine / |
2-aMHHOTIMPUIHH

Individual unidentified impurity /
EnmHrvunas
HenmeHTHdHIIPOBAHHAS TIPHMEC

Total impurities /
CyMMa npuMeceii

SPECIFICATIONS /f HOPMBI '
I

RESULTS /
PE3YJbLTATHL

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

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

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

Uniformity of dosage units /
OnHOpoaAHGCTH AO3HPOBAHHN

| momxeH 6uITE He Oonee 15,0.

The Acceptance value (AV) should be not more
than 15.0. / [tokasarens npuemaeMocTH (AV)

[ Water /Boaa

Not detected / He
obHapy:KeHa
Not  detected / IHe
obHapyxeHa
|
Not  detected / He
obHapyxerHa
AV=13 (n=10)
0.8%

Not more than 3.0 %. / He 6onee 3,0 %.

Bacterial endotoxins /
BakrepuanbHbie 3JHA0TOKCHHDI

Sterility /CTepuabHoCTh |

Tenoxicam / Tenoxcurxam

Sodinm metabisulfite /
Hampus memaducyavhum

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

<(.128 EU/mg /
<0.128 ES/ mr

Should be sterile. / Jomken GBITh CTEPHIIBEHEIM.

Sterile / Crepumen

Assay / KonanyecTBeHHoe Onpe/ie/ienie

90.0% to 110.0% of C3H;1N304S; (tenoxicam) |
of label claim. / Or 90,0% mo 110,0%

C13H11N30482 (TeHOKCHKAM) OT HOMHHAIBHOIO

CO/lepKannd,

99.6 %

85.0% to 110.0% of Sodium metabisulfite of the
label claim. / Ot 85,0% go 110,0 % warpus
MeTabucyneduTa oT BOMUBANBHOTO
COJIepIKaHMA.

98.2 %
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

| TESTS/TIOKA3ATEJIH

SPECIFICATIONS / HOPMEI

| Package / Ynakoska

Primary package
20 mg of the tenoxicam in a colorless

glass vial type [ stoppered with a
bromobutyl rubber stopper, crimped
with aluminuom flip-off seal with a
plastic disk over an aluminum cap. /
IeppuyHas vIaKoBKa

| [To 20 Mr TeHOXCMKamMa BO (nakoH M3

OecuBeTHOTO cTeK1a THI I,
YKYNOPEHHBIH npodkoi 3
OpoMOyTunoBOli  pe3usH,  OOWATOH

ATKOMUHHAEBLIM KOJIITAYKOM € KOHTPOJIEM
NEPBOI® BCKPLITHA W IMACTHKOBBIM

| Shelf-life/ Cpok rogHoeTH
|

RESULTS / PE3YJAbTATHI

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. /
TlepBuyHas yoakopka

[To 20 Mr TeHoxcukama BO IIakoH H3

DecIBeTHOro CTEKNAa THIT I,
YKYNOpeHHBIH npodKoi H3
OpomOyTunowoii  pesuns, obwkaroi

ANIOMHHHEBBIM KOJIMAYKOM ¢ KOHTPOJIEM
TOEPBOTC  BCKPEITHA B [TACTHKOBBIM

TESTS / HOKA3ATEJH

Kit package / Ymnakopka
KOMILIEKTA

THCKOM [OBEPX AHFOMUHHEBOTO | THCKOM MoBepx ANFOMMHHEBOTO
KOIMauKa. | KONmauka.
3 years. / 3 roja.
KIT / KOMIOJIEKT
SPECIEICATIOﬁS7 HOPMBI RESULTS / PE3VJIBTATHI
Secon ackage | Secon ackage

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. /

BropuiHaa ynakoBka

ITo 3 d¢makoHa ¢ mpemaparoMm ©u 3
AMTIYNIEL ¢ PACTBOPUTENEM TIOMEIIAIOT B
KACCETy W3 TONHBHHIITXI0PHIA.

1 xaccery BMecTe ¢ HMHCTPYKUHEH TO
NPAMEHEHUID  [IOMEHIAT B MA4Ky
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. /

BropHunas yIraKoBKa
Ilo 3 ¢nakona ¢ npemapatoMm u 3
aMIIyNbl C pacCTBOPHTEIEM ITOMEINAIOT B

KacceTy H3 TIONHBHHEIXIOpHAa. |
KaCcCeTy BMECTe ¢ WHCTPYKIHeH Mo
NMPUMEHEHHI0 TNOMEWAIOT B 44Ky
KapTOHHYIO. '
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CERTIFICATE OF ANALYSIS/ CEPTU®HUKAT AHAJIU3A

Labeling/ Mapkupobska

According to the ND. / B cootserctean | Complies as prescribed / CootBercTByeT
¢ HOpMAaTHBHOH JOKyMeHTauel. TpeGoBaHHAM

Kit storage /
Xpaﬂel{ne KOMIJEKTA

For confizuration with 3 filled vials and 3 ampoules with a solvent in a cassctte:

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

Insa ynakoBky 10 3 dijakoHa ¢ IpenapaToM U 3 aMiiyJbl ¢ PACTBODHTEICM B
Kaccere:

B oprruHanenoil ynakoBke ($nakoHbl ¢ OPEIAPATOM H aMILyJIEl C PAaCTBOPHTENIEM B

' nadKke) IIpH TeMIepaTtype He Beime 25 °C.

| Kit shelf life /
CPOK FrOAHOCTH KOMILIEKTA

Assessment: / 3aknoueHHe:

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

human use. / 3 roaa. CpOK TFOOHOCTH KOMIUICKTA OIPEAENACTCA CPOKOM TOAHOCTH
JIEKapDCTBEHHOIO NIpenapaTa i MEAHITHCKOI0 NPUMCHEHHA.

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

Cepusd cooTBeTCcTRYCT TpeOORAHNAM HOpMAaTUBHOTC HokyMenTa JIC-000295-
160721, Hamenenue Nel ot 25.04.2023.

API name (INN) / sanmenoBanne A®C (MHH): | Tenoxicam / TeHokcuxam

API manufacturer batch number / 92003424

Homep cepun nponssoanteas ADC: | S

FP Manufacturer API Batch number / 24116304

Homep cepun cyGeranunu npousoguteas I'JId: _
APl Manufactured by & country / Edmend Pharma S.r.L., Ttaly / |
Npouszsoautens A®C, crpana: S2nmona Dapma, C.p.JL., Uramus |

Quality Control Supervisor

3 "lr”r_“ G

Vi 80U L

b/
/
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®
CJGENSENT

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIN3A

Name of Product/
HanMeHoBaHHe TpenapaTa

Batch no./ Homep cepun

Amount of product per batch / Pazmep

cepuH

Date of Control / 1aTa anaansa

Manufacturing date / laTa npouasoncrea

Expiry date /JaTa okon4uanHs cpoxa

rOAHOCTH

Water for injections (solvent) /

Bojaa ana MHBeKUni (pacTBOPHTEND)

42H2
86893

10/2024
08/2024
07/2029

Water for injections (solvent) / Boaa ais uHbexnuii (pacTsopurens)

TESTS / HOKA3ATEJH

Description /Onncanne

SPECIFICATIONS / HOPMEI
Clear, colourless liquid without odor. /
TIpospaunas OeclBeTHAd KHOKOCTE Oe3
3armaxa.

| Particulate matter / Mexannyeckue BRIKOYEHHS

Visible particles /
Budumvie yacmuyor

Sub visible particles /
Hesudumbie vacmuywr

=10 pm particles /
YACTHL] pazMepoM = 10 Mxm

>25 pm particles /
YACTHIY, pPa3MEPOM = 25 MEM

Acidity and alkalinity /
KHCJI0THOETD 1 IEJI0OYHOCTD

Should be absent. / JomXHE OTCYTCTBOBATD.

RESULTS /PE3YJIBTATHEI |
Complies / CootBercTBYeET

Absent / OrcyTcTBYIOT

Not more than 6000 particles per ampoule; /
He Gonee 6000 #a ammymy;

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

Test sample should pass the test. /
HcnpiTyeMprit 06paserl JomkeH BBLIEPKHBATE
HCTIBITAHHE.

Reducing substances /
BoccranasaHsalowmye
BELIECTRA

Test sample should pass the test. /
HenbiTyeMutit o6paser JomKeH BEIIepKHBATH
UCTIBITAHHE.

Complies / CooTeeTCTBYCT

Complies / CooTpeTCTBYET

~ Carbon dioxide
Yraepoaa nHoxcHR

Chlorides/ Xnopuab1

Nitrates and Nitrites/

HuTpathl H HHTPHTBI

No turbidity should be observed within 1 hour.
/ He momxHO GBITE NOMYTHEHHS B TCUCHHE
1 vaca.

Not more than 0.5 ppm. / He 6onee 4,5 ppm.

Complies / CooTBeTCTBYET

<0.5ppm

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

<0.00002% (<0.2 ppm)

Sulphates / CyanhaTns

No turbidity should occur within not less than
1 h./ B Teuenne He MeHee 1 4aca He OODKHO
HAOMIOAATHECH HOMY THEHHE.

Complies / CooTBeTCcTBYET

Ammoninm / AMMoOHHI

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

<0.6 ppm
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®
R GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / MOKA3ATEJIHA

SPECIFICATIONS / HOPMEI

RESULTS / PE3YJIBTATHIL

Calcium and magnesium /
Kannpunii H Maranii

| Pure blue color should be observed (without a
violet hue). / JomkHo HabMOAATECA YHCTO
cuHee okpammsaHue (6e3 dHOMETOBOTO
OTTEHKa).

Complies / CooTBeTCTBYET

_Heavy metals/ Tazxenbie
METAIbI

Residue after evaporation /
Cyxoii ocTaToK

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

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

<0.00001% (<0.1ppm)

0.000 %

Conductivity /
DJ1eKTPONPOBOOHOCTh

Not more than 25 pS/cm. /
He 6onee 25 MxCwm/cm.

7 uS/cm./
7 MrCM/cM.

Extractable volume /
H3paexaemslii 00beM

Bacterial endotoxins /
BakTepHaTLHBIE Y HAOTOKCHHBI

Sterility / CTepuJaBpHOCTL

' Packaging / VnaxoBka
|

Shelf-life / Cpox ronnocT

Assessment: / 3akmodcHEe:

Not less than label claim (not less than 2 ml}. /
He mMenee HOMUAHATEHOTO (He MeHee 2 MI).

2ml/
2 Mn

| Not more than 0.25 EU/mL of water for

injections. / He donee 0,25 EQ/Mn pojiel ind
HHBEKITHH.

Should be sterile. / JJomksa GBITE CTEPHIBHOI. .

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. /
ITepBHYHAS VIIAKOBKA

ITo 2 mn pacTeopHTEns (BOAA /NS HHBEKIME) B
amnyny M3 OGecupernoro crexna, Tun I. Ha
BEpXHEH vacTH aMmMiyJlel HaHeceHa TodKa
paznomMa OPaHKeBOrQ [BETA.

I years. / 5 net.

<025EU/mL/
<0.25E2/mMn

Sterile / CrepunbHo.

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. /
IlepButHas vIAKOBKA

Tlo 2 mn pacTeopHTeNd (BOJa IiA
HHBEKUHI) B ammyny — H3
decuperdoro crekna, Tenm [ Ha
BEPXHel YacTM aMOYIH HaHeCEHA

| TOYKa [1a3710Ma O[*aHKCBOI0 LBCTA.

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

#1 on 25.04.2023 /

Cepusl COOTBETCTBYET TpeboBaHUAM HOPMATHBHOT0 AoKymeHTa JIC-000295-160721,

Hamenenne Nel or 25.04.2023.

Ali Ethemoglu
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®
GENSENT

CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIHA3A

Name of Product/
HaumenoBanne npenapara

Batch no./ Homep cepun

Amount of preduct per batch / Pazmep
cepHH

Date of Control / JaTa ananuza
Manufacturing date / lara npon3soacTsa

Expiry date /IaTa 0xoHUAHHA CPOKA
FONHOCTH

Water for injections (solvent) /
Boja aada uHBEKUHE (PAaCTBOPHTEND)

42H3
89830

10/2024
08/2024
07/2029

Water for injections (solvent) / Boaa anst HHbeknHii (pacTBOPHTEND)

TESTS /[IOKA3ATEJIA |

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATDI

Description /Onucanne

Clear, colourless liquid without odor. /
ITpozpavHas GecupeTHAA JKUAKOCTE Oe3
3amnaxa.

Complies / CooTBeTcTBYET

Particulate matter / MexanadecKHe BKIIOYEHHS

Visible particles /
Budumbeie uacmuyo!

Sub visible particles /
Hesudumpre yacmuijet

>10 pym particles /

HacTHIl pasMepoM > 10 MM

>25 pm particles /

JACTHIL PazMEpOM = 25 MKM

" Acidity and alkalinity /

KHcI0THOCTE | IHEJ0YHOCTD

Should be absent. / JJOMKHEI 0TCYTCTBOBATb.

Not more than 6000 particles per ampoule; /
He Gonee 6000 #Ha ammyny;

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

Absent / OTcyTCTBYIOT

36

Test sample should pass the test. /
HoeneiTyeMplii ofpasell JoKeH BbIIEPKHBATE
HCIIBITAHHE.

Complies / CooTBeTCTBYET

. Reducing substances /
Boccranapanparwuye
BelIecTBA

' Carbon dioxide
Yraepona AHOKEHN,

Test sample should pass the test. /
HenerryeMelii 00pasen AODKSH BBIIEPKUBATE
HCIIBITAHHE.

No turbidity should be observed within 1 hour.

/ He mon#wHo ObITE TOMYTHEHHA B TCUEHHE
1 4aca.

Complies / CooTBeTCTBYET

|

Complies / CooTBeTCTBYET

Chlorides/ Xnopnasi
Nitrates and Nitrites/

Hurparel # HHTPHTHI

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

<0.5ppm

Sulphates / Cyasdatii

Ammonium / AMMoOHHH

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

No turbidity should occur within not less than
1 h./ B Teuenne ne MeHee 1 1aca He TOMKHO
HaONMIoaaThCA TOMyTHEHHE.

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

<0.00002% (<0.2 ppm)

Complies / CoorseTctByeT

<0.6 ppm
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EGeNseNT

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

TESTS / TIOKA3ZATEJH
Calcium and magnesium /
Kaanumii H Maramii

Heavy metals/ Ta:kennie
METAJLIBI

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIhTATHI

Pure blue color should be observed (without a
violet hue). / JomkHo HAOMIOAATHCA YHCTO
cuHee okpamusanue (be3 (hHoTeToBOrO
OTTEHKA).

Complies / CooTBeTcTBYET

Not more than 0.60001 % (0.1 ppm). /
He Gonee 0,00001 % (0,1 ppm).

Residue after evaporatien /
Cyxoii ocTaToK

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

<0.00001% (<0.1ppm)

0.000 %

Conductivity /
INeKTPONPOBOJHOCTL

Extractable volume /
HM3BaexaemMblii 00LeM

Not more than 25 pS/cm. /
He Gonee 25 MmxCa/om.

| Not less than label claim (not less than 2 ml). /
He Menee HOMHHAIBHOTO (He MeHee 2 MI).

8 uS/cm./
8 MxCwm/cm.

2ml/
2 M

Bacterial endotoxins /
BakTepHa/jbHbIe 3HIOTOKCHHBI

Not more than 0.25 EU/mL. of water for
injections. / He Gonee ¢,25 ED/ma Boap! 415
HHBEKITHI.

Sterility / CTepuabHocTh

Should be sterile. / JomkHa OBITE CTEPUILHOH,

Packaging / ¥YnakoBka

Shelf-life / Cpok roaHocTH

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. /
IleprruHas YOAKOBKE

lo 2 Mn pacTBOpHTENA {BOJA /U NHEEKLHI) B
ammyny w3 OecreeTHoro crexna, Ten I, Ha
BepxHeil YacTH aMIyNlsl HAHeceHa TO4Ka
pasnoMa OpamKeBOro LBETA.

5 years. / 5 ner.

Assessment: / 3aknoueHne:

<0.25EU/mL/
<0.25E3/mn

Sterile / Crepuneno.

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. /
TlepBuyHas ¥ IaKOBKa

[To 2 Mn pacteopHTens (Boga mmA
HHBEKUHI) B ammyny — H3
Oecuper”oro crexina, tunn 1. Ha
BepXHEH UacTH aMITylIbl HaHeceHa
TOYKA PA3NioMa OpaHKEROTO IBETA. |

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

#1 on 25.04.2023 /

Cepus coOTBETCTBYET TpeGOBAHUAM HOPMATHRHOTO AokyMeHTa JIC-000295-160721,

Mamenenne Nel o1 25.04.2023.

Ali Ethemoglu

Quality Control Supervisor
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