CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
HauMeHoBaHie mpenapara

Batch no./ Homep cepun

Amount of product per batch /
Paszmep cepun

Date of Control / Hara ananmusa

Manufacturing date / lata
MNPOH3BOACTBA

Expiry date /Tara oxonuanus
CPOKA FOTHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg/

TEKCAPE/I®, anohaanzar 15 NPUrOTOBISHHS PACTBOPA MJIs

HHbEKIR#H, 20 Mr
24106171A

42.016,000

10.2024
09.2024

08.2027

TESTS / IIOKA3ATEJH

' Appearance / Onucanue

SPECIFICATIONS / HOPMBI

RESULTS/
PE3YJbTATHI

Yellow with greenish tint Iyophilized powder. /
JInohunu3NpoBaHHEIl  TOPOIIOK  KENTOr0 ¢
3€JJIEHOBATBIM OTTEHKOM LIBETA,

Complies / CooTBeTcIBYET

Identification / IlopnJIHHHOCTE

Tenoxicam by HPLC /
Tenoxcurxam (BIXX)

| 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
YIePKHBAHHA NUKA  TEHOKCHKaMa Ha
XPOMATOrpamMmMe HCTIBITYEMOTO pacTBopa
AOIBKHO COOTBETCTBOBATE BpEeMEeHH
VAEPKABAHUA MAKA ~ TEHOKCHKAMa  Ha
XPOMATOTPAMME CTAHOAPTHOTO pacTsopa {CM.
«PoacTBeHARIE MPAMECH>, olnpeeneHHe

ENHHHMYHBIX TIpUMecell W CyMMBI NpPHMECEH-

(254 aM) ).

Complies / CooTReTCTBYET

Tenoxicam by UV-
spectrophotometry / Tenoxcuxam
(Yo
cnexmpoqbamdmimpuqecxuﬁ)

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). / VY®-cnekrp
TOTIIOLIEHAA HCTIEITYEMOTO pacTeopa,
NIPUTOTOBNEHHOrO” AW KONMYCCTBCHHOTO
onpeneneguﬂ;/B obmacti ot 230 uM no 400 am

| momxed HUMETh MaKCHMYMBI [IPH UITHHAX BOJH

257 = 2um, 285 + 2HM u 368 £ 2 M (oM.

«KonHuecTseHHOS OIPCACTICHHUEC TGHOKCHKaMa»).

Complies / CooTreTcTBYeT
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

TESTS / IOKA3ATEJHA

SPECIFICATIONS / HOPMbBI

RESULTS/

PE3YJIBTATBI

Sodium metabisulfite /
Hampun mematucyavgum

Dissolving time / Bpems
PacTBOpeHNs1

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 yoepiuBanHus nuka

HaTpesl MeTabucynbdura Ha XpoMaTorpaMme |

HCTIBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATH BPCMCHH VIEPKHBAHMA THKA
HaTpua MeTtabucynbedura Ha XpomarorpamMme
cTaHmapTHOro pacrsopa (cM. «KonuuecteenHoe
orpeneeHre HaTpua MeTadHCYTh(HTaN ).

Not more than 60 seconds. / He 6omee 60
CeKyH.

Complies / CooTBeTcTRYCT

20 sec /20 cex

Appearance of Reconstituted
solution / Omucanne
BOCCTAHOBIEHHOTO PACcTBOPA

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Tlpenapar
IOJDKEH PACTBOPATECS TIOJTHOCTBIO c
OTCYTCTBHCM HEepacTBOPEHHBIX HacTHil, 0e3
BRIHMBIX MEXaHHYecKux BkmodeHMi. Pacteop
ZOIKEH OBITE TIPO3PATHEIM.

Complies / CooTBeTCcTBYET

" Solution clarity /
TIpospadHOCTL PacTBOpa

Solution Color /
ITgeTHOCTHL pacTBOpa

pH

Particulate matter / Mexanndgeckne

Visible particles /
Buoumere vacmuy

Subvisible particles /
Hegudumpre vacmuybl

>10 pm particles/
YacTuu pasmepoM > 10 MKM

=25 um particles/
Yactun pazMepoM = 25 MKM

The product solution should be clear. / Pactsop
nIpenapaTa NoIGKeH GRITh MPO3patHbM,

Complies / CooTBeTcTBYET

| The product solution should not be more

intensively colored than the reference solution
GY ./ CteneHsb oKpackH pacTBOPa Mpenapara He
AOIKHA IPEBBINATE 3Tan0H GY .

Complies / CooTBETCTBYET

7510100, /01 7,5 0o 10,0.

BKJINOYCHHA

9.0

Should be absent/ JIoKHEL OTCYTCTEOBATE

Not more than 6000/vial; /
He Gonee 6000 na dnakon;

Not more than 600/vial. /

| He donee 600 na drakoH.

Absent /OtcyTeTBYIOT

10 / vial
10 / pnaxon

0/ vial
0/ ¢naxon
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CERTIFICATE OF ANALYSIS / CEPTUDHUKAT AHAJIU3A

TESTS / MOKA3ATEJH

SPECIFICATIONS / HOPMBI

RESULTS/
PE3YJILTATHI

Related substances / PoacTBeHHBIE IpHMECH

' 2-aminopyridine /
2-aMHHOTIHPHIONH

Individual unidentified impurity /
Ennamvuaas
HEeHIeHTH(HITHPOBAHHAS IPHMECE

Total impurities /
CymmMa npumMeceii

Uniformity of dosage units /
OIHOPOAHOCTH 103HPOBAHHS

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

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

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

| The Acceptance value (AV) should be not more

than 15.0. / Tokazareny mpHemaemoctn (AV)
I0mKeH OHITE He Gonee 15,0,

| Not detected /

obHapyKeHa

Not  detected /
obGHapyKeHE

Not  detected /
obHapyXeHa

He'

He

He

AV=1,8 (n=10)

i Water /Boaa

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

0.8 %

Bacterial endotoxins /
BakxTepnaibHbIe IHIOTOKCHHLI

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

Should be sterile. / HomkeH 6bTb CTEPUNBHBIM.

Sterility /CTeprasHOCTE
Assay / KoanuecTeennoe onpeaeienne

<0.128 EU/mg /
<(L128 ED/ mr

Sterile / Crepunen

Tenoxicam / Tenoxcuram

1 90.0% to 110.0% of C13H1N304S; (tenoxicam)

of label claim. / Or 90,0% mo 110,0%
C13H11N304S; (TenoxcHkaM) 0T HOMHMHANEHOTO
conepKaHus.

Sodium metabisulfite /
Hampusa memaducyrohum

85.0% to 110.0% of Sodium metabisulfite of the |

label claim. / Or 85,0% mo 110,0 % Hatpms
MmeTabucynndura o7 HOMMHAIILHOTO
COZlEPHAHNA,

101.2 %

96.3 %
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CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIU3A

| TESTS /TIOKA3ATEJH

| Package / Ynakoska

| Shelflife/ Cpok roaHocTH
|

| KoJIna4kKa.

RESULTS / PE3YJIBTATHI

| SPECIFICATIONS / HOPMBEI
Primary package 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. /
Ileppyunan voakoBKa

Tlo 20 Mr TeHOKCHKama BO (MIAKOH H3

OecuBeTHOTO cTexa THI 1
YKYNOpPEHHbIH npobKoit H3
SpoMOyTHIOBOH  peswHEl,  obxaroit

ANHMHHHCBEIM KONMMAYKOM € KOHTPOJIeM
NEPBOTO BCKPBITHA W JLMACTHKOBBIM
AVNCKOM noBEPX AMIMHHHAEBOTO

3 years. / 3 roga.

KIT / KOMIIJIEKT

TESTS / NOKA3ATEJH

SPECIFICATIONS / HOPMbI

| Kit package / VYmnaxoska
KOMIIJIEKTa

_LabeliIEI MapkHpoBKa

Secondary package

3 vials with the medical product and 3
ampoules with the solvent in a polyviny!
chloride cassette.

1 cassette with the patient information
leaflet in a carton pack. /

Bropuunad v naxoska

Mo 3 d¢uakona ¢ mnpenapatoM # 3
AMIIyJIbl C PACTBOPHTENEM TIOMELIAIOT B
KacceTy M3 TOMMBUHUIIXITOPHIA,

1 kacceTy BMecTe ¢ HHCTPYKIMEH [0
IIPUMEHEHMIO TIOMEIIAIT B [AUKY

KAPTOHHYIO.

20 mg of the tenoxicam in a colorless
glass vial type 1 stoppered with a
bromobuty! rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
IlepBrynas YmakoBKa

| Ilo 20 Mr TeHOKcHRaMa Bo ¢UIAKOH H3

OeCLBETHOTO CTEKTIa THII IR
YKYHOPEHHEIH npoOKoii u3
OpomOyTwnoBOi  peswHEI,  oOxaToi

ANFOMHAHHEBBIM KONMAYKOM C KOHTPOIICM

[IEPBOr0 BCKPBITHA H  TUTACTHKOBEIM
THCKOM HOBEPX ANIOMIHHEBOTO
| KONIIa4ykKa. -
RESULTS / PE3YJIBTATBI

Secondary package
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 yrakoBka

Ilo 3 dmakoHa ¢ mnpemapatoM W 3
amily/bl ¢ DACTBODHTENIEM [IOMELIANT B
KACCeTy M3 [ONHBHHUAXIOpHAA. |
|Kaccery BMECTE C HHCTPYKIHER Io
MPUMEHSHUKY  MOMEIIAKT B [auky
KapTOHHYIO,

According to the ND. / B cooTBETCTEBHH
C HOPMaTHBHOH JOKYyMeHTatHeH.

Complies as prescribed / COOTB_eTCTByer
TpeBOBANMAM
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Kit storage / For confiyuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

XpadeHne KOMIIEKTA

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

| Jnd vnakoBKkn o 3 duiakoHa ¢ IpenapaToM H 3 aMIly bl ¢ ACTBONHTENCM B

| KacceTe:

B opurnnansHo# ynaxkopke (aakoHbI ¢ TPENapaToM H aMITyJIEl ¢ pACTBOPHTENEM B
| Madke) IpH TeMmreparype He Boiue 25 °C.

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

CPOK TOJHOCTH KOMILICKTA human use. /3 r oNna. CpOK TOAHOCTH KOMIUJIEKTA OINPEAENASTCA CPOKOM TOJHOCTH

JICKApCTBCHHOro Npenapara insd MEOAULIMHCKOTC IIPAMEHCHHA.

Assessment: / 3akmouenne: The batch complies with the specifications according to ND JIC-000295-160721,

amend #1 on 25.04.2023. /

Cepns cooTBeTeTBYET TPeDOBIHAAM HOPMAaTHBHOTO HokyMenTa JIC-000293-
160721, Hamenenue Nel ot 25.04.2023.

API name (INN) / naumenosanne A®C (MHH):
| API manufacturer batch number /
Homep cepun npoussogutens ADC:
FP Manufacturer API Batch number /
Homep cepun cybcTasniuy npoussogurens LJID:

Tenoxicam / TeHOKCHKaM

92035723

23111680

API Manufactured by & country /
IIpoussoanrens ADC, crpaHa:

Edmond Pharma S.r.L., Italy /
Oamonn @apma, C.pJi., Hramaa

Quality Control Supervisor

GAMZE SENER GUR
RENER GURGEN

11 oy
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®
JGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTH3A

Name of Product/
HaumeHoBaHHe MpenapaTa

Batch no./ Homep cepun 42C2

Amount of product per batch / Pazmep T 90515

cepuH

Date of Control / laTa anannza 06/2024

Manufacturing date / JlaTta npouseonevsa  : 03/2024

Expiry date //laTa oKoH4aHHA cPoKa : 0272029

TOIHOCTH

Water for injections (solvent) / Boaa naa uubeKunii (pacTBOPHTED)

|__TESTS/IIOKA3ATE/IH SPECIFICATIONS / HOPMbI '

Description /Onncanne

Water for injections (solvent) /

Bozxa gna HHBeKIHH (pacTBOPHTEDL)

Clear, colourless liquid without odor. /
Tipozpaunas GecnseTHas sKUAKOCTE 6e3
3amaxa.

Particulate matter / MexanuuecKne BKIOYEHHA

" Visible particles /
Budumwie uacmuybl

Sub visible particles /
Hesuoumere yacmuyu!

>10 pm particles /

4acTHIl pazMepoM = 10 MEM

>25 um particles /
| YACTHL, PA3MEPOM = 25 MEM

" Acidity and alkalinity /
KrcaotHoeTh H HECJJOUHOLTL

Should be absent. / Jlo/xHE! OTCYTCTBOBATE.

RESULTS / PE3YJIBTATBI
Complies / CooTBETCTBYET

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

Not more than 600 particles per ampoule. /
He donmee 600 Ha aMITymy.

Test sample should pass the test. /
Hcnprryemsiii o6pasel] ROMKeH BHIIEPKHBATh
HCIBITAHYE.

Absent / OTcyTCTBYIOT

Complies / CooTBeTCTBYET

Reducing substances /
BoccranapauBalmiue
BENIECTEA

Test sample should pass the test. /
Hcmbrryembnit obpazell JODKEH BBLIEPKHBATh
HCTIBITAHKE,

Comptlies / CooTBercTBYET

Carbon dioxide
Yraepona AHOKCH

Chlorides/ Xaopuani
Nitrates and Nitrites/

Hurpare! H HHTPHTRE

No turbidity should be observed within 1 hour.

/ He momHO OBITE MOMYTHEHMS B TEUEHHE
1 gaca.

Not more than 0.5 ppm. / He 6oaee 0,5 ppm.
Not more than 0.00002 % (0.2 ppm). /
He Gonee 0,00002 % (0,2 ppm).

Complies / _COOTBeTCTByeT

<0.5ppm

<0.00002% (<0.2 ppm)

Sulphates / Cyabdarei

Ammonium / AMMoHii

| No turbidity should occur within not less than

1 h. /B Teuenne He MeHee 1 yaca HE JIOIKHO
HaBJIFOJATECA TIOMYTHEHUE,

Complies / CooTBeTcTRYET

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

<0.6 ppm
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B6ENseNT

CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIA3A

TESTS / MOKA3IATEJIH
Calcium and magnesium /
Kaasnuii H Maruuii

Heavy metals/ Taxennie
METALTBI

SPECIFICATIONS / HOPMBI

RESULTS / PE3VJIBTATH

Pure blue color should be observed (without a
violet hue). / Jlomxkno HabIIONAaTECA THCTO
cHHee okpainueanue (6e3 puoneToBoro
OTTEHKA).

Complies / CooTBeTcTBYET

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

" Residue after evaporation /
Cyxoii ocTarox

Conductivity /
DNeKTPONPOBOIHOCTE

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

<0.00001% (<0.1ppm)

0.000 %

Not more than 25 uS/em. /
He domnee 25 MkCM/cMm.

| Extractable volume /
H3BaekaeMblil 06beM

Bacterial endotoxins /
BakTepHalbHBIE YHIOTOKCHHBI

5 uS/em./
5 MrkCm/cM.

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

. Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 E3/Mn Bomst Ans
HHBEKIIHIA.

Sterility / CTepunbHocTh

Should be sterile. / JlJomkHa 6BITE CTEPHIEHOM, !

Packaging / ¥ nakoBka

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

colorless glass ampule type T with an orange
one-point-cut at the top of the ampule, /
IMepBHyHad YIaKOBKa

ITo 2 mn pacTBOpHTENd (BOOa AJIA HABEKIHIL) B
amoyay u#3 Oecupersoro crekna, Ten I Ha
BepxHell YacTM aMIyJasl HAHeCeHa To4YKa
Pas3nomMa OpPamKEBOTo 1IBETA.

2ml/
2 M1

<{(.25 EU/mL/
<0.25E2/mn

Sterile / CteprnsHo.

[ 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. /
ITepBuyHad YIakoBKa

ITo 2 Mn pacTeopHTens (Boja Myis
HHBEKIRHA) B amImyny M3
OecrperHoro ¢rekaa, Tun I Ha
BEepXHEH YacTH aMITylbl HaHeceHa
TOUKA PasioMa OpaHKeBOTO LIBETA. |

Shelf-life / Cpox roanocTy

s vears. / 5 ner.

Assessment: / 3akmrodyeHne:

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

#1 on 25.04.2023 /

Cepud coOTBETCTBYET TpeQOOBaHMAM HOPMATHBHOTO KoKyMeHTa JIC-000295-160721,

H3menenne Nel ot 25.04.2023.

fli Ethemoglu

;

Quality C

By
AN,

ar A-S

qqit?ul Supervisor
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0
A GENSENTA

CERTIFICATE OF ANALYSIS/ CEPTUOHUKAT AHAJIU3A

Name of Product/

HauMeHOBaHHE Npenapara

Batch no./ Homep cepun

Amount of product per batch / Pazmep

cepHH

Date of Control / JaTa anannia
Manufacturing date / lata nponssoacTea

Expiry date /JdaTa oxoH4YAHHS CPOKA

TOAHOCTH

| TESTS/JIOKA3ATEJH

' Description /Onncanne

Water for injections (solvent) /

Bojaa AnA HHBbeKIMi (PACTBOPUTEID)

42C3
90916

06/2024
03/2024
02/2029

SPECIFICATIONS /f HOPMbI
Clear, colourless liquid without odor. /
Tpo3paunan HecLBeTHAs KHAKOCTE 03
3araxa.

Water for injections (solvent) / Boga nas unbeknuii (pacTsopHTeNIb)

RESULTS /PEIVJBTATHI

Complies / CooTBeTCTBYET

Particulate matter / MexaHn4yeckHne BKIWYEHHANA

Visible particles /
Buoumere wacmuyor

Sub visible particles /
Hegudumere yacmuybt
>10 pm particles /
>25 um particles /

Acidity and alkalinity /

4acTHL, pasMepoM = 10 Mxm

YACTHI] Pa3MeEpoM = 25 MKM

Should be absent. / Jlon:kHEI 0TCYTCTBOBATE.

Not more than 6000 particles per ampoule; /
He Gosnee 6000 Ha aMmymy;

Not more than 600 particles per ampoule. /
He 6omnee 600 Ha amITyy.

KncnoTHocTh M IEA0YHOCTL

Test sample should pass the test. /
Hcneiryemelii 00pazeln TOoNm#eH BELIEPKHBATD
HCIBITAHHE.

Absent / OTcyTCTBYIOT

Complies / CooTBeTCTBYET

Reducing substances /
Boceranasansarouxe
BellleCTBA

Carbon dioxide
¥Yraepoaa THOKCH]

Chlorides/ Xaopuans
Nitrates and Nitrites/

HuTpaTel 1 HHTPHTRI

Test sample should pass the test. /
HcnerryemMeiii 0bpazen To/bKeH BEIICPAKABATD
HUCITBITAHHE.

Complies / CoorBeTcTBYET

' No turbidity should be observed within 1 hour.

/ He nomxHO OBITh IOMYTHEHHUS B TEHCHHE
1 1aca.

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

Sulphates / CyasdaTsi

Ammonium / AMMOHHHA

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

Complies / CooTBeTCTBYCT

<0.5ppm

<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h. / B TeueHne He Metee | gaca HE AOIKHO
Ha0mOnaTeCA TTOMYTHEHHE.

| Not more than 0.6 ppm. / He Goxee 0,6 ppm. |

Complies / C_OOTBETCTByeT

<(.6 ppm
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GENSEN

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

TESTS / TOKA3SATEJIH

SPECIFICATEONS / HOPMBI

RESULTS / PE3YJBTATHL

Calcium and magnesium /
Kaabunii 1 Maramii

Pure blue color should be observed (without a
violet hue). / JIo/DKHO HAOMIOOATLCA YHCTO
cHHee okpailnBaHue (Oe3 proneToBoro
OTTEHKA).

Complies / CooTBETICTBYET

| Heavy metals/ Taxeasie
MeTa1Ib1

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

Residue after evaporation /
Cyxoii ocTaToK

Conductivity /
3AeKTPONPOBOIHOCTL

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

<0.00001% (<0.1ppm)

0.000 %

| Not more than 25 pS/em. /
He 6onee 25 MkCM/cm.

6 uS/em./
6 MECM/CM.

Extractable volume /
H3paekaeMblii 00HLeM

Bacterial endotoxins /
BakrepHalbHble SHAOTOKCHHDBI

Not less than label claim (not tess than 2 ml). /
He MeHee HOMHHATEHOTO (HE MeHee 2 MIT).

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ES/mn Boas! s
MHBEKHHHH,

Sterility / Crepnannocts

Packaging / Ynakonka

Should be sterile. / lomxxa OBITE CTEPIIBHOH,

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. /
Hepsrnunas y naKkoBKa

Mo 2 mn pacreopurens (BOAA IT WHBEKUHI) B
ammyny w3 OecuserHoro creina, THu 1. Ha
BEpXHEll UACTH aMmynsl HaHeCeHa TodKa
Pa3IoMa OPAHKEBOoro LEETa.

| Shelf-life / Cpok rognocta

5 years. / 5 mer.

Assessment: / 3aknodenue:

2ml/
2 Mn

<0.25EU/mL/
<025 ED/Mn

Sterile / CrepunsHo.

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. /
IlepByyHAadA v IAKOBKA

Mo 2 mn pactBOpHTENs (BOIZ JUIA
HHBEKIHI) B ammyny — u3
OeciBerHoro crekna, tvn [ Ha
BEpPXHEH UaCcTH aMIMyNBl HaHeceHa

| TOYKA pa3NoMa OpaHkKeBOoro UBETA.

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

#1 on 25.04.20623 /

Cepusi cOOTBETCTBYeT TpeboBaHIAM HOPMAaTHBHOTO AokyMendTa JIC-000295-160721,

Hamenenue Nel ot 25.04,2023.

Ali Ethemoglu

/

-~
Quality Crintrol Supervisor

/Ay

A

SRIOE
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