CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIN3A

Name of Product/
HaunmeHoBanHe mpenaparta

Batch no./ Homep cepun

Amount of product per batch /
Pazmep cepun

Date of Control / Jara ananusa

Manufacturing date / lata
TPOH3BOACTBA

Expiry date /aTa okoHUaHKs
¢pOKa FOMHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20mg /

TEKCAPEI®, nnoduaM3aT 119 NPHIOTOBJICHAS PACTBOPa A4

HHBEKLHHA, 20 Mr
24A01641A
40.694,000

02.2024
02.2024

01,2027

TESTS / IIOKA3SATEJIH

' Appearan_ce / Onucanne

SPECIFICATIONS / HOPMBI I

RESULTS /
PE3YJILTATBI

Yellow with greenish tint Iyophilized powder. / |

JIMopunu3NPORIHAEITT  TIOPOIIOK  JKENITOTO  C
3€JeHOBAThIM OTTEHKOM 1IBETA.

1dentification / MoaauRHOCTE

Tenoxicam by HPLC /
Tenoxcuxam (BAKX)

Complies / CootBeTcTBYET

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
Y ICIKHBAHMSL MUKa  TeHOKCHKaMa Ha
XpoMaTorpaMme HCTIBITYEMOrO pacteopa
IOJKHO COOTBETCTBOBATh BpeMeH!
yIOepKHBAHMA NHKa  TCHOKCHKAaMa Ha
XpoMarorpaMMe CTaHAApTHOTC pacTBOpa (cM.
«Poncreennnle MPUMECHY, OIPENENeHHES
SIHHUYHBIX TIpHMecell W CYMMBI [NpHMECeil
(254 HM)).

Complies / CooTBeTCTBYET

Tenoxicam by UV-
spectrophotometry / Tenokcuram
(Y-

cnexmpogonmoMempu1ecKuil)

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). / V®-cnextp
HOTIIOIEHHA FCTIBITYEMOTO pactBopa,
NpPUTOTOBNEHHOTO  AJEL KOJIHYECTEEHHOTO
onpeneneHud, B obmact ot 230 HM o 400 HM
HOIKeH WUMETh MAKCHMYMBI TPH OJHHAX BOJH
257 &£ 2um, 285 + 2um u 368 £ 2 M (oM.
«KonuuecTBeHHOE ONIpeieIeHAe TEHOKCHKAMAY ).

Complies / CooTBeTcTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

TESTS / TIOKA3ATEJH SPECIFICATIONS / HOPMHBI
~ Sedium metabisulfite / The retention time of Sodium metabisulfite peak
Hampusa memabucynsgum 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 ynep:kupasmst rmxa
HaTpus MeTadHCYNR(pUTA Ha XpoMAaTOrpaMMe
HCIIBITYEMOTO pactBopa JIOTKHO
COOTBETCTBOBATH BPEMEHH YIEPKWBAHWS TUKA
HAaTpHsd MeTabucyneHTa Ha XpoMaTorpamMme
CTaHIApTHOTO pacTBopa (oM. «KonmsectseHHOE
onpeaeneHne HaTpi: MeTabucyTeduTay).

Dissolving time / Bpemsn
pacTBOpeHus

Appearance of Reconstituted
solation / Onucanue
BOCCTAHOBJIEHHOTO PACTROPA

"Solution clarity /
Tpo3pagHOCTE pacTBOpa

. Solution Color /
I[eeTHOCTL pacTBOpa

| pH

| Particulate matter / Mexanu4seckne

Visible particles /
Budumere vacmuyer

Subvisible particles /
Heguoumuie uacmuiyb

=10 pm particles/
Yacrun pasmepom > 10 MxM

>25 um particles/
Yactuu pazmMepoM > 25 MKM

RESULTS /
_ PE3YJbTATHI

Complies / CooTBercTByeT

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

20 sec /20 cex

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / IIpemapar
JOIDKEH PacTBOPATECA HOJIHOCTHH) c
OTCYTCTBHEM HEDAaCTBOPEHHBIX 4acTUL, 6e3
BH/IMMBIX MeXaHHM4YecKUX BEMoYeHHii. Pacteop
TIOIDKeH OBITh TIPO3PATHBIM,

Complies / CooTBeTCTBYET

The Erodu_ct solution should be clear. / Pactrop
npenapara AoMKCH OBITEL TPO3PaYHEIM.

Complies / CooTBercTByeT

The product solution should not be more
intensively colored than the reference solution
(Y. / Crenens okpackd pacTBOpa mpenapara He
JOJGKHA NpeBpNlaTh 3TaToH GY).

Complies / CoorBeTcTBYECT

BKJIHMEeHHN

'7.51010.0./ 0t 7,5 10 10,0. 9.1
Should be absent/ JomkHb1 0TCYTCTBOBATE Absent /OTCyTCTBYIOT
Not more than 6000/vial; / 37/ vial
He Gonee 6000 Ha duaxon; 37/ pmaxon
Not more than 600/vial. / {(}/ vial
He 6onee 600 Ha ¢naxon. 0/ dnakon
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / TIOKA3ATEIA | SPECIFICATIONS / HOPMbI ~ RESULTS/
. PE3YJBTATBHl |
| Related substances / PoncTBeHnble NIpHMecK i
| 2-aminopyridine / | Not more than 0.5 %; / He Gonee 0,5 %, Not detected / He |
| 2-aMEHOMUPHANH o0napyxeHa
Individual unidentified impurity / Not more than 0.5 %:; / He Sonee 0,5 %; Not  detected / He
Enunuynas oOHapy#eHa
HeHAEHTHOHITAPOBAHHAA IPHMECE
|
I
Not  detected / He
Total impurities / Not more than 1.0 %. / He 6omee 1,0 %. obOHapy:xeHa
Cymma npuMeceii
Uniformity of dosage units / The Acceptance value (AV) should be not more AV=64 (n:10)_
OapopoanocTs 103HPOBaHHHA than 15.0. / Ilokazatens mpuemneMoctd (AV)
ZomkeH OBITE He Oonee 15,0.
Water /Bona Not more than 3.0 %. / He bonee 3,0 %. 0.8 %

Bacterial endotoxins /
BakrepuaibHbIe SHAOTOKCHHEI

Not more than ! EU/mg of tenoxicam. /
He Gonee 1 E3/Mr TeHOKCHEaMa.

I Sterility /CrepuibHocTh

Should be sterile. / omken GbITh CTEPUIBHBIM.

| Assay / Koanuecrennoe onpexeae

HIHE

<0.128EU/mg/

<0.128 EO/ Mr

Sterile/_CTepmle}?

Tenoxicam / Tenoxkcuram

90.0% to 110.0% of CiaHi1N3048: (tenoxicam)
of label claim. / Or 90,0% mo 110,0%
Ci3H11N3048; (TeHOKCHKAM) 0T HOMHHAILHOTO
COepKaHHs.

Sodium metabisulfite /
Hampusa memabucyasghum

85.0% to 110.0% of Sodium metabisulfite of the
label claim. / Ot 85,0 % mo 110,0 % Hatpus
MeTabucynbduTa oT HOMWHANBHOTO
COMCPKAHRAA,

98.9 %
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIN3A

TESTS / IOKA3ATEJIU

Package / YnakoBxka

RESULTS / PE3VJBTATHL |

i ___ SPECIFICATIONS / HOPMbI
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. /
TlepBruHad Y I2KOBKA

Ilo 20 Mr TeHOKcHKaMa BO (akoH H3

HECUBETHOTO cTeKIa THIL I,
YKYTIOPEHHBIIA podKOif w3
OpoMOyTHIIOBOIT  pesmHB,  OBkaToH

| TIOMHHUEBEIM KOMIAYKOM ¢ KOHTPOIEM
| IEPBOTO  BCKPBITHA H  IUTACTHKOBEIM

| 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. /
TepBryHag Y IAKOBKA

Ilo 20 mr TeHoKcHKama Bo (TakoH H3

OecHBeTHOTO CTCKIA THI 1,
YKYNOpPEeHHbLIH TIpOOKOTH H3
OpoMbOyTHmOBOH  peswHEI, ofxaroit

ANKOMHAHHCBEIM KOJINAYKOM ¢ KOHTPOJIEM
NEPBOTO BCKPBITHA H TWIACTHKOBBIM

¢ HOPMATHBHOHN JA0KyMECHTAIMEH,

TTHCKOM TIOBEPX AFOMHUHHCBOTCG | IUCKOM MOBEPX aMOMHHHEBOTO
. B | KOImauKa. | KOImayka. =
Shelf-life/ Cpox roanocrn 3 years. / 3 roga.
KIT / KOMILIEKT
TESTS / IOKA3ATEJIH | SPECIFICATIONS/HOPMH RESULTS /PE3YJBTATBL
Kit package / VYnaxoeka | Secon ackage | Secon: ackage
KOMILICKTA 3 vials with the medical product and 3 3 vials w1th_ the medical Qroduct an‘d 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. /
Bropngsas ynakoeka
Bropuinas ynakoeka
Ilo 3 dnakona ¢ mnpemapatoM u 3
Ito 3 ¢avoma ¢ mpemapatoM W 3 | aMIOYNEl ¢ PACTROPHTENEM MOMEILAIOT B
AMITYJIE! ¢ PACTBODHTENEM IOMELIAKT B | kKacceTy W3  SIONMBMHWIXIOpHAA. |
KacCeTy K3 NONMMBHHITXIOPUAR. KAcceTy BMecTe ¢ MHCTPYKIHeH 1o
1 xacceTy BMecTe ¢ HHCTPYKUMCH 10 TIPUMCHEHHIO  foMElaroT B Matky
KAPTOHHYIO.
| IDHMCHEHHMIO  TIOMEIIAT B MAuYKy
KapTOHHYIO.
Labeling/ Mapxnposka According to the ND. / B cooteetcteun | Complies as prescrfbéd / CooTBETCTRYET _|

| TpeboBaHmAM
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

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

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

JLnd vrakoBEM 110 3 fimakona ¢ npenapaTtoM M 3 aMOyJbl ¢ PACTBOPMTENEM B
Kaccere:

B opuruHaneHol yrmakoeke ((urakoHB!I © IpenapaToM H amItyJikl ¢ PACTROPHTENEM B
| nagKe) Ip TeMIeparype He Beiue 25 °C,

| Kit shelf life / 3 years, The kit shelf-life is determined by the shelf-life of the medical product for
CPpoK rogHOCTH KOMILIEKTa | human use. / 3 rona. CpoK rofHOCTH KOMILIEKTA ONPEAENIETCA CPOKOM TofHOCTH |
JIeKAapCTBEHHOTO MPEIApaTa A1 MEAUMHMHCKOTO IIPHMEHEHMS, |

Assessment: / 3akmouenne: The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /
Cepus cOOTBETCTBYCT TPCOORAHHAM HOPMATHRHOIO fokymenTa JIC-000295-
160721, Uamenenne Nel ot 25.04.2023,

API name (INN) / nanmenoBanne A®C (MHH): Tenoxicam / TeHOkcHKaM

APT manufacturer batch number / 92035723

Homep cepun nponssoanrens A®C: B
' FP Manufacturer API Batch number / 23111680

Howmep cepuu cybcTannan nponspogurenn [JId:

API Manufactured by & country / Edmond Pharma S.r.L., Ttaly /
| Mponssoaurear A®C, cTpana: Oamorn Gapma, C.p.JL., Hraims

Quality Control Supervisor

Emt‘e— Kcnfu\-a.gq

A 15.04-2004
@@ G Ev\%ak‘;

na‘f'
@ L ag 2
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CERTIFICATE OF ANALYSIS / CEPTUDHUKAT AHAJIN3A

Name of Product/
HaumenoBanue npenaparta

‘Water for injections (solvent) /

Boga pi1a muHbeKnui (PacTBOPHTENL)

Batch na./ Homep cepun 32H3
Amount of product per batch / Pazmep 89390
CepHH
Date of Control / JaTa anaanza 10/2023
Manufacturing date / iaTa npoussoacTBa 08/2023
Expiry date /]laTa oxoH4auss cpoka 07/2028
rOJHOCTH
Water for injections (solvent) / Boxa a1 nabeknnii (PACTBOPHTEB)
TESTS /TIOKA3ATEJINW | SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATBI

Description /Onucanue

Clear, colourless liquid without odor. /
TIpo3paunan OecOBeTHAS KHAKOCTE O¢3
| 3amaxa.

Complies / CooreercTBYeT

Particulate matter / Mexannueckue BKIWOMEHHS

Visible particles / | Should be absent. / JIOIKHEL OTCYTCTBORATE. Absent / OTCyTCTBYIOT
Buoumere yacmuybl
 Sub visible particles / =
Heguodumpie yacmuybi
=10 um particles / Not more than 6000 particles per ampoule; / 51
qacTurl pasmepom > 10 MkM | He 6onee 6000 ma ammymny;
Not more than 600 particles per ampoule. / 2

>25 um particles /
YACTHL pasMepoM = 25 MEM

He 6onee 600 Ha ammymy.

Acidity and alkalinity /
Kuea0THOCTE H INEI0YHOCTE

Test sample should pass the test. /
HcenopiTyeMplit o0pasel] AOKCH BBRIICKUBATE
HCTIBITAHHE,

Complies / COOTBG’TCTB;GT

Reducing substances /
Beccranapanpawmne
BeulecTBAa

Test sample should pass the test. /
HenpityeMblit oGpazel] TOmKeH BEIIEPKHUBATE
MCTILITAHHE.

Complies / CooTBeTcTBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Yraepoga AnOKCH / He momkHO OBITE MOMYTHEHHA B TEUESHHE
1 4aca.
Chlorides/ Xnopuani Not more thant 0.5 ppm. / He 6onee 0,5 ppm.

Nitrate; and Nitrites/

Hurparsl H HHTPHTBI

Not more than (.00002 % (0.2 ppm}. /
He 6onee 0,00002 % (0,2 ppm}.

Complies / CootsercTBYET

<0.00002% (<0.2 ppm)

Sulphates / Cy.m;t])an;

No turbidity should occur within not less than
1 h. / B TedeHne He MeHee | yaca He HOIDKHO
HabINOAATHCH NOMYTHEHHE,

Complies / CooTReTcTBYET

Ammonium / AMMouRnii

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

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

i TESTS / HOKA3SATEJINA
Calcium and magnesium /
Kanpomii 1 Marauii

Heavy metals/ Taxensie
MeTaJLIEI

SPECIFICATIONS /HOPMBI

RESULTS / PE3YJbBTATbHI

' Pure blue color should be observed (without a
violet hue}. / JoinkHO HaGIHOAATECS 9HCTO
CHHee oKpalmuBanue (0e3 duoreToBOrO
OTTEHKA).

Complies / CooTBeTCTBYET

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

<0.00001% (<0.1ppm)

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. /
IlepBr4Has VIAKOBEA

ITo 2 Mn pacTROpuTENna (BOda [yl MHBEKIHIT) B
aMmyny W3 OecuBeTHoro crexkna, tan |. Ha
BEPXHEH 4acTH aMmOynbl HAHECeHA TOYKA
paznoMa OpaHXKeBoro UBETa.

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

Cyxoii ocTaTok

Conductivity / Not more than 25 pS/cm. / | 5 uS/em./

DJICKTPONPOBOIHOCTE He 6onee 25 MmxCwM/cM. 5 MKCwM/cM.
‘Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/

Hzenexaemblii 06bem He meHCce HOMHHATEHOTO (He MeHee 2 MIT). 2 Ma

Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25EU/mL/

BakrepnaabnHbie 3HA0TOKCHHBI | injections. / He domee 0,25 ED/Mn Boas! As <0.25ED/Mn

HHBEKLHHA.
Sterility / CtepHJABHOCTD Should be sterile, / Jlomkra ORITE CTEPHALHO. Sterile / CTGp;IJ‘I;O. o
Packaging / ¥Ynaxkonsxa Primary package Primary packa_ge

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. /
IleppuHad vIakoBKa

Ilo 2 mn pacteopuTens (Boga Ans
uHbeKIMH) B aMmyrry  u3
becuperHoro crexna, Tun I, Ha
BEPXHEH YacTH aMITyJbl HAHECEHA
TOYK PA3IOMa OPAHKEBOTO IBETA.

Shelf-life / Cpox FOL[HOETPI

5 years. / 5 ner.

Assessment: / 3axmodeHue:

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

#1 on 25.04.2023 /

Cepus cOOTBETCTBYET TPeDOBAHWAM HOPMATHBHOTO AlokyMenTa JIC-000295-160721,

Hamenerne Nel or 25.04.2023.

Ali Ethemoglu
{

Qualjty Control Supervisor
II | F | !
f’.

.L
f"{
r' g Tickret A S
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

RESULTS / PE3VJIBTATHl |

Name of Product/ Water for injections (solvent) /
HaumernosanHe npenaparta Boaa s nHbeKnuii (pacTBOpHTEND)
Batch no./ Homep cepun 32H4
Amount of product per batch / Pazmep 1 88438
cepHH
Date of Control / Hata aHanu3a 1072023
Manufacturing date / laTa nponzseacTea ;082023
Expiry date /laTa okoHManHHS cPOKa ;0772028
TFOAHOCTH
Water for injections (solvent) / Bona s nHbexnuii (pacTBopHTeb)
TESTS / HOKA3ATEJIH __ SPECIFICATIONS / HOPMbI

Description /Onucanne

Clear, colourless Hquid without odor. /
TTpospausas GecliBeTHAA HUIKOCTh O3
3anaxa.

Particulate matter / MexaHn4ecKHe BKANWYEHHA

Complies / CooTBETCTBYET

yacTHIT pasMepom > 10 MrM

>25 pm particles /
9acTHll pasMepoM = 25 MKM

Acidity and alkalinity /
KucaoTHOCTE M I@JIOYHOCTD

He Gonee 6000 xHa ammymy;

Not more than 600 particies per ampoule. /
He 6oaee 600 na ammymy.

Visible par_tic_les / Should be absent. / JIo/XHEI OTCYTCTBOBATB. Absent / OTCYTCTBYIOT
Budunmsre vacmingi
Sub visible particles /
Hesuoumpie yacmuybt
>10 pm particles / Not more than 6000 particles per ampoule; / 49

| Test sample should pass the test. /

HenprmyeMbrii obpasell DOMKEH BLLEPKHBATE
HCIBITaHUE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranapaaBarommne
BEHIECTBA

Test sample should pass the test. /
HcnpityeMelit 0Opa3elr AoMmKeH BRIIEPKHBATh
HCTIBITAHHE.

Complies / CooTBeTCIBYET

Carbon dioxide
¥Yraepona Auokcenyg

No turbidity should be observed within 1 hour.
/ He nioisxHo OBITE MOMYTHEHERA B TCHEHHE
| uaca.

Complies / CooTeTcTBYeT

Chlorides/ Xnopuap1
Nitrates and Nitrites/

HuTpaTel u HUTPHTBI

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

<0.5ppm

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

<0.00002% (<0.2 ppm)

Sulphateé / CyandaTtel

No turbidity should occur within not less than
1 h. / B Teuenue He meHee 1 yaca He DJOTDKHO
HabIIroaTHCA OMYTHEHHE,

Complies / CooTReTCTBYET

Ammonium / AMmonnii

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

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTUHOHUKAT AHAJIM3A

TESTS / IOKA3ATEJH

| SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATBI

Calcinum and magnesium /
Kanpumii B maraui

Pure blue color should be observed (without a
violet hue). / TomKHO HAOMOAATECS THCTO
cHHee oKpamuBanye {6e3 ¢GHoneToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Taxennre
METaJMIbI

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

<0.00001% (<0.1ppm)

Residue after evaporation /
Cyxoii ocTaTOK

Conductivity /
DAeKTPOPOBOAHOCTE

Extractable volume /
H3piaexkaeMblii o0bem

Bacterial endotoxins /
BakrepHanbHBIE SHI0TOKCHHEI

HHEBEKITAH.

Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Not more than 25 pS/em. / 5 pS/om./
He 6onee 25 MxCw/cm. 5 MrxCm/cMm.

' Not less than label claim {not less than 2 ml). / 2ml/
He MeHee HOMHHATEHOTO (He MeHee 2 MII). 2 mn
Not more than 0.25 EU/mL of water for <0.25EU/mL/
injections. / He Gonee 0,25 E3/Mn poas! ans <0.25ED/mn

Sterility / CTepuibHOCTE

Should be sterile. / Jomxia 6bITb CTCPHIIBHOM,

Sterile / CrepunsHo.

_Packaging / YnakoBka

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. /
[EepBruHas yIakoBKa

[To 2 Mo pacropuTens (BoIa AN MHBEKIMIL) B
ammyny u3 OecupetHoro crekma, tan 1. Ha
BepxHelf YacTH AMIIyNbl HaHEeceHa TO4YKa
pasioMa opaHkeBoTo IBeTa.

Primary package
2 mlL of the solvent (water for

injections) in a colorless glass
ampule type [ with an orange one-
point-cut at the top of the ampule. /
llepprunas ynakoBka

Mo 2 Mn pacteopurensa (Boaa s
HHECKIWI) B amIyny M3
Oecupernoro ¢Texkna, Ten 1. Ha
BepXHel 4acTH aMIyNbl HAHECEeHA
TOUKA Pa3loMa OpaHKeBoro 1[BeTa,

Shelf-life / Cpox rogaocTn

I5 years. / 5 net.

Assessment: / 3aknroueHne:

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

#1 on 25.04.2023 /

Cepus cOOTBETCTBYET TpeOOBAHMIM HOPMATHBHOTO NokyMeHTa JIC-000295-160721,

HMzmenenne Nel ot 25.04.2023.

Ali/Ethemoglu

Quallty onitn;ﬂ Superwsor
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