CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

Name of Product/
HanMeHoBanue npenmapara

Batch no./ Homep cepuu

Amount of product per batch /
Pa3zmep cepun

Date of Control / [lara anaanza

Manufacturing date / lata
NPOH3BOACTBA

Expiry date /1ara oKoHYAHHA
CpOKA FOOHOCTH

TESTS / TIOKA3ZATEJIN

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEJ®, nuodHinzar iiis nPHrotoBICHNs PACTROPa I/

HHBeKumi, 20 Mr
24106291A

42.140,000

10.2024
09.2024

08.2027

SPECIFICATIONS / HOPMbI

Kpp_earance / Onucanne

Identification / IloamauocTs

Tenoxicam by HPLC /
Tenoxcuxam (BIKX)

Tenoxicam by UV-
spectrophotometry / Tenoxcukam
(Y-
cHERmpodomomempirueckii)

I Yellow with greenish tint lyophilized powder, / .

| JInoGUIHA3NPOBAHHEI  TOPODIOK  KENTOro ¢
3EIEHOBATHIM OTTEHKOM LiBeTa,

RESULTS /

PE3VJIBTATBI

Complies / CooTBeTcTBYET

| The retention time of tenoxicam peak in the '

chromatogram of test solition should correspond
to the retention time of tenoxicam peak in the
chromatogram of standard solution (see “Related
substances™, determination of single impuritics
and total impuritiecs (254 nm)). / Bpemsa
YICPKHBaHHA ~ THKA  TEHOKCHKaMa  Ha
XpoMaToTpaMMe  HCOBITYEMOr0  PAaCTBOpPA
TIOIDKHO COOTBETCTBOBATE BpeMeHH
yIeP/KUBAHAS MHKAa  TEHOKCHKaMa  Ha
XpOMATOTpaMMe CTaHZapTHOTO pacrBopa (cM,
«PomcTeeHHbIe TIPHMECID, ONPEETCHHE
CMHHYHELX TIpHMEcell H CyMMBI npHuMeceH
(254 nm)).

Complies / CooTBercTBYET

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). / Vd-coektp
TIOTSIOIIEHHS HCTEITYEMOTO pacTRopa,
MIPUTOTOBIEHHOTO ik | KOMHYeCTBEHHOTO
onpeaenenyds, B obnacru or 230 BM no 400 um
JOJDKEH UMETh MaKCHMYMBI TIPH IOUHHAX BOJH
257 £ 2uM, 285 + 2HM m 368 = 2 HM (cM.
«Kommaccrrennoe onpeneneaye TEHOKCHEAMAY ).

Complies / CooTBeTCTBYET
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CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIU3A

TESTS / HOKA3ATEJH

Sodium metabisulfite /
Hampua memabucyrvhum

Dissolving time / Bpemn

pacTBOpeHHn

Appearance of Reconstituted
solution / Onnecanne
BOCCTAHORJICHHOTO PAcTBOPa

SPECIFICATIONS / HOPMBI

| 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 yiepxuBaHHA MHKa
HaTpud MeTabucynsuTa Ha XpoMatorpaMme
HCITEITYEMOTO pacTBopa TIOIDKHO
COOTBETCTBOBATE BPEMEHH YASKHBAHUA MHKA
HaTpus MeTa0HCYNBOHUTA HA XPOMATOTPAMME
CTarOapTHOTO pacTsopa (cM. «KomnuectsenHoe
OnpeneIeHne HATPHA MeTabHCynBdHTaY ).

| Not more than 60 seconds. / He omnee 60
CeKYHII.

RESULTS /
PE3YJIbTATEI

Complies / Coorsercreyer

21 sec/21 cex

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / ITpenapar
JOIDKEH PacTBOPATECS HOJHOCTEE) c
OTCYTCTBHEM HEPAacTBOPEHHBIX HacTHI, 0e3
BHAMMBIX MEXaHHYECKHMX BKIFOYEHHH. Pactrop
IOKEH OBITE TIPO3PAYHEIM,

Complies / CooTBeTCTRYET

' Solution clarity /
IlpospadHoCcTH pacTBOpa

| The product solution should be clear. / Pactsop
nIperapara JohkeH OBITh TIPO3patHbM.

Solution Coler /
IBeTHOCTE pacTBOpa

IpH

Particulate matter / Mexannueckne BKIIOYEHHS

Visible particles /
Budumwre wacmuys

Subvisible particles /
Hesudumepre yacmuyw

>10 pm particles/

Hacrun pazMepoM = 10 Mxm

>25 pm particles/
HacTHil pazMepom = 25 MM

intensively colored than the reference solution
GY. / CreneHs okpacku pacTBopa Opemnapara He
JOILKHA YIPeBRIATh 3Tanod GY.

7.5 10 10.0. /01 7,5 1o 10,0.

Should be absent/ TonHBI 0TCYTCTBOBATE

| Not more than 6000/vial; /
He 6onee 6000 Ha diakon;

Not more than 600/vial. /
He 6onee 600 Ha duaxon.

The product solution should not be more |

Complies / CooTBeTcTRYET

Complies / CooTeeTcTBYCT

92

Absent /OTcyTCTBYIOT |

222 / vial
222/ dnakon

1/ vial
1 / pmaxon
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CERTIFICATE OF ANALYSIS/ CEPTUOHUKAT AHAJIU3A

TESTS / TIOKA3ATEJHA

SPECIFICATIONS / HOPMbI

| Related substances / PoacreeHHbIe

IIpHMECH

RESULTS /
PE3YJIbBTATBI

2-aminopyridine /
2-aMMHOMHAPHIHH
Individual unidentified impurity /

Enmanvuan
HEUIEHTHPHULIHPOBaHHAA MPHMECE

Total impurities /
CymMma npuMeceit

Uniformity of dosage units /
OnaopoanoCcTs A03NPOBAHMSA

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

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

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

The Acceptance value (AV) should be not more
than 15.0. / Tlokazarens npuemaemoctd (AV)
IomkeH OwiTh HE Donee 15,0.

Not  detected !/ He
obHapy®eHa

Not  detected / He
oOHapyxeHna

Not  detected / He
o0OHapyeHa

AV=4.2 (n=10)

“Water /Boaa

Bacterial endotoxins /
Bakrepuaannbie 2MI0TOKCHHEBL

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

1.5%

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 ED/Mr TeHOKCHKAMA,

Sterility /CrepuabHocThb

| Should be sterile. / Jlomken Ghrrs CTEPHILHBIM.

<0.128 EU/mg /
<0.128 E3/ mMr

Sterile / Crepunen I

Assay / KonnvecTeenHoe onpeneienHe

Tenoxicam / Tenoxcuxam

90.0% to 110.0% of CiaH11N304S; (tenoxicam)

of label claim. / Or 90,0% mo 110,0%

Ci3H11N304S; (TeHOKCHKaM) OT HOMHHANBHOTO
| comepiKaHmL.

100.5 %

Sodium metabisulfite /
Hampuna memabucynsihum

85.0% to 110.0% of Sodium metabisulfite of the
label claim. / Ot 85,0% mo 110,0 % Harpus
MeTabHCcyNbguTa oT HOMHHAIIEHOT'O
COMIEPIKAHHS.

98.7%
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

| TESTS/ TOKA3ATEJIH
| Package / YnmakoBxa
|

[ Primary package

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATEI

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. /
TlepBuvHas vIIAKOBKA

Ilo 20 mr TeHokcukaMa Bo GnakoH H3

HecuperHOTO CTEKNa THI I,
YKYITOPCHHBII npobxoii "3
opoMOyTHNIOBOI  pesmnAm,  oOkaroit

ANNFOMHHHEBLIM KOJINAYKOM ¢ KOHTPOJIEM
NEPBOrc BCKPBITHA H  ILTACTHKOBEIM

|
Primary package |
20 mg of the tenoxicam in a colorless |
glass vial type | stoppered with a
bromobutyl rubber stopper, crimped
with alominum flip-off seal with a
plastic disk over an aluminum cap. / I
[lepBrunas Y IaKkoBKa

ITo 20 Mr TeHokcukama BO (IAKOH U3

HecIBeTHOTO CTEeKTIa THT I,
YKYNOpPEHHEIH NIPOOKOi H3
OpoMOYTUTOBOH — pe3swHEl,  OBKATO

AMIOMHAHHCBEIM KONNAYKOM ¢ KOHTPOAEM
OEPBOTC  BCKPBITHA KW INIGCTHKOBBIM

Shelf-life/ Cpok roaHocTH

TESTS / IIOKA3ATEJIHA

Kit package / ¥mnakobka
KOMILIEKTa

3 vials with the medical product and 3
amponles with the solvent in a polyvinyl
chloride cassette.

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

BropruHas ynakoBka

Mo 3 ¢nakowa ¢ mnpemapatoM H 3
AMITYNEl C PACTBOPUTENEM MOMEIIAIOT B
KacceTy W3 MOMHBHHIIXIOPHAA.

1 xaccery BMecTe ¢ MHCTPYKIMeH Ho
OPAMCHCHHIO TIOMEIAIOT B HAuKy

KapTOHHYIO.

' Labeling/ Maplcflfmmca

According to the ND. / B cooTBeTcTBIH
¢ HOPMATHBHOH HOKYMEHTAIMEH,

JIACKOM TIOBEPX AMOMHPHHEBOTO | THCKOM TIOBEPX ATHOMHHHEBOTO
KOJIAvKa. | Konmauka. -
3 years. / 3 ropa,
KIT / KOMILIEKT
SPECIFICATIONS / HOPMbBI RESULTS / PE3YJIBTATHI
Secondary package Secondary package

3 viais 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 ynakopka

Tlo 3 ¢maxona ¢ npemaparoM u 3
aMIIyJIbl ¢ PACTBOPHTENEM HOMEILAKT B
KacCceTy M3 MONUBHHIUIXIOPHAE, |
KAaCCeTy BMECTe ¢ MHCTPYKLHMeH no
NPUMEHEHHI0 JTIOMEUIAIOT B TIAuKYy

KEPTOHHYIO.

Complies as prescribed / CooTBercTBYeT
TpeboBaHUsAM
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

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

Xpancnue KoMuIeKTa In the original packaging (3 vials with medical product and 3 ampoules with solvent

in the carton), at temperature below 25 °C. /

Jlng vpakoBkH 1o 3 dinakoHa ¢ mpemapaToM H 3 aMiiyJIbl ¢ PaCTBOPMTEIEM B
Kaccere:

B opurrHanenoii ynakopke ((pnakoHbI ¢ IpenapaToM | aMITyJbl ¢ PACTBOPUTEIEM B
nadKe) IpH TeMieparype He Beiie 25 °C.

| Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for I
Cpok roiHOCTH KoMILIeKTA | human use. / 3 roga. Cpox roIHOCTH KOMILIEKTA ONPEAENAETCS CPOKOM FOFHOCTH
JIEKapCTBEHHOTO TPEeNapaTa A% MEAHIHHCKOT0 TIPHMEHEHHS.

Assessment: / 3amouenne:  The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /
CepHs cooTBeTCTBYET TPeOOBaHHAM HOPMATHBHOTO AoKyMenTa JIC-000295-
160721, U3menenne Nel ot 25.04.2023.

| APT name (INN) / nanmenonanne A®C (MHH}: Tenoxicam / TeHoxcHxam
| APT manufacturer batch number / 92035723
- Homep cepnn nponszsoanteas ADC: [
FP Manufacturer API Batch number / 23111680
Homep cepun cydcranunu nponzsogutens IJId:
API Manufactured by & country / Edmond Pharma S.r.L., Italy / |
IlponsBonurens A®C, crpana: Oamonn Tapma, C.p.J1., Uramus

Quality Control Stipervisor
i ".‘.
R v
L

P o) (02220

K

'
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R GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product/
HamMeHOBanHe [Ipenapara

Water for injections (solvent) /
Boja ais HHBEKUMH (PaCTBOPHTEb)

Batch no./ Homep cepun 1 42C4
Amount of product per batch / Pazmep : 89583
cepHH
Date of Control / laTa ananusa 07/2024
Manufacturing date / Jiata nponzpoactsa 03/2024
Expiry date /laTa oxon4yanus cpoka 02/2029
TOHOCTH
Water for injections (solvent) / Bona ans nabexuuii (pacTBopuTeIDb)
TESTS / TIOKA3ATEJHA SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATHI

| Clear, colourless liquid without odor. /
TIpozpaynas GecupeTHan KUAKOCTE Oe3
| 3amaxa.

Description /Onucanne Complies / CooTBeTCTBYET

Particulate matter / MexaHH4yecKHe BK/IYEHHS

Visible particles / Should be absent. / JlomxHE OTCYTCTBOBATE. Absent / OTcyTCTBYIOT
Budumere vacmuyer
Sub visible particies / o
Hesudumpie wacmuybr

>10 pm particles / Not more than 6000 particles per ampoule; / 0

qacTUI] pasMepoM > 10 MM | He 6onee 6000 ra amMmyny;

>25 pm particles / Not more than 600 particles per ampoule. / 0

yacTuy pasMepoM > 25 MxM | He Gonee 600 ma ammyny.

Acidity and alkalinity /

KHCNOTHOCTL M IEJ0YHOCTH

Test sample should pass the test. /
HcneiryeMelil oDpasel Jo/KeH BbLIEPRUBATH
HCTIBITaHHE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranaBanuBalougHe
BelIecTBa

Test sample should pass the test. /
Heneiryemsrii o6pazel] JOKeH BHASPKHBATE

HCIIBITAHHE,

Carbon dioxide
Yraepoga IHOKCHN

' Chlorides/ Xuopnan1
' Nitrates and Nitrites/

HuTpaTh! H HHTPHTBY

No turbidity should be observed within 1 hour.

/ He nOKHO OBITE IOMYTHEHHSA B TSUEHHE
1 waca.

Complies / CooTBeTCTBYET

Complies / CoorTBeTcTBYET

| Not more than 0.5 ppm. / He Gonee 0,5 ppm.

<0.5ppm

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

‘ Sulphates / CyasdaTtsl

‘ Ammonium / AMMoOnH

No turbidity should occur within not less than
1 h. / B TeueHue He MeHee | yaca He JOKHO
HaOmOZaThCd TOMYTHEHHE.

<0.00002% (<0.2 ppm)

Cor_nplies / CooTBeTCTBYET

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

<0.6 ppm
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eeNsENT

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

TESTS / TIOKA3ATEIH

SPECIFICATIONS / HOPMbI

Calcium and magnesium /
Kansunii ¥ Marnuit

Pure blue color should be observed (without a

violet hue). / JomkHo HabMOZATECH YHCTO

chHee okpanmBanie (6¢3 guoncrosoro
OTTEHKA).

| Heavy metals/ Tsixennie
METAJLIbI

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

Residue after evaporation /
Cyxoii ocTaTok

RESULTS / P@YJII:TATI:I
Complies / CootBercrByer

<0.00001% (<0.1ppm)

' Conductivity /
DAEKTPONPOBOAHOCTE

Extractable volume /
HipaekaeMblii 00beM

Bacterial endotoxins /
BakTepHaabHbIE JHIOTOKCHHBI

Not more than 0.004%. / He onee 0,004%. 0.003 %
Not more than 25 pS/cm. / 5 uS/em./
He Gonee 25 MrxCu/cM. 5 MKCM/CM.
Not less than label claim (not less than 2 ml). / 2ml/

He MeHee HOMHHAIBHOIO (HE MEHEES 2 MiT). 2 mn

Not more than 0.25 EU/mL of water for <025EU/mL/
injections. / He 6onee 0,25 ED/Mn Boaw: ans <0.25 E3/ M

HHBEKIIHMH,

Sterility / CtepunbBoOCcTH

Should be sterile. / Jloygna ObITE CTEPHIBHOINA.

P_ackaging /' ¥YnakoBka

Shelf-life / Cpokx ronnocTn

Assessment: / 3axmodeHue:

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. /
IlepBHYHAN YIIAKOBKA

Mo 2 M pacrBopuTens {BONA NS WHBEKUKH) B
aMmyny u3 OccnserHoro crexna, than . Ha
BepXHEH YacTH aMOylbel HAHECEHd TOoYKa
pa3jioMa OpaHKeBOro LBETa.

Sterile / CreprnbeHO.

[ Primary package

2 mlL 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. /
[MepBudHAs YIAKOBKA

ITo 2 Mn pacreopurens (Boja Ins
HHBEKIWA) B amImyny — u3
OecuserHoro crekna, THM 1. Ha
BEPXHEH 4YacTH aMmysibl HAHeCeHa
TOYKA Pa3oMa OPAHKEBOTO IBETA. |

5 years. / 5 ;er.

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

#1 on 25.04.2023 /

Cepus COOTBETCTRYET TPeGOBAHHAM HOPMATHBHOTO AokyMenTa JIC-000295-160721,

Hsmenenne Nel ot 25.04.2023.

Alj, Ethemoglu

Quality {"onytrypl Supervisor
s A
| \ ]
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GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HanmeHoBanue npemaparta

Batch no./ Homep cepan

Amount of product per batch / Pazmep

cepun

Date of Control / MaTa ananuza

Manufacturing date / laTa npoussogcTBa

Expiry date /aTa oxoHuaHnst cpoKa

TOAHOCTH

Water for injections (solvent) /

Boja an1a HHLEKIHIA (PaCTECPHTEAR)

42C5
88591

07/2024
03/2024
02/2029

Water for injections (solvent) / Bona ans unnexunii (pacTBopHTedb)

" TESTS/NOKA3ATEJM

SPECIFICATIONS /f HOPMBI

Description /Onmcanne

| Clear, colourless liquid without odor. /
| ITpospaunas GecliBeTHAS KHIKOCTE O3

| 3amaxa.

Particulate matter / MexanH4ecKHe BKIIYeHHS

RESULTS/PE3VJILTATH |
Complics / CooTBETCTBYET |

Visible particles /
Buoumuvie vacmuyor

Sub visible particles /
Hesudumble yacmuyst

>10 pm particles /
4acTHL pazMepoM > 10 mxm

>25 um particles /
YACTHUI] PA3MEPOM > 25 MKM

Should be absent. / JloisxHBI OTCYTCTBOBATE.

Not more than 6000 particles per ampoule; /
He Honee 6000 Ha aMniyny;

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

“Acidity and alkalinity /
KnciaoTHoeT: H WEJOIHOCTE

| Test sample should pass the test. /
HenpiTyeMulf oGpaser JOMKeH BRIIEPXKHBATD
HCIIBITAHHC.

Absent / OTcyTCTBy}OT_

13

Complies / CooTBeTCTBYET

Reducing substances /
BoccraHaBJIHBaIOIIHE
BellecTBA

Carbon dioxide
¥raepoaa 1HOKCH

Test sample should pass the test. /
HcnpityeMelii 00pasert AONKEH BBRICPKNBATD
HCTIBITAHHE.

/ He monxHo OBITE TOMYTHEHHS B TEUCHHE

1 yaca.

Chl;ridesl XnaopHasl

No turbidity should be observed within 1 hour.

Complies / CooTBeTCIBY ST

Complies / CooTBeTcTBYET

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

Nitrates and Nitrites/

Hutpatel H HHTPHTLI

<0.5ppm

Not more than 0.00002 % (0.2 ppm). /
He 6omee 0,00002 % (0,2 ppm).

L
Sulphates / Cyabdathm

No turbidity should occur within not less than
1 h./ B Tedyenne He MeHee 1 yaca He AOKHO
HAONIOAATRECS MOMYTHEHHE.

| Ammonium / AMMonmii

<0.00002% (<0.2 ppm)

Complies / CooTReTCTBYET

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

<0.6 ppm
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GENSENTH

CERTIFICATE OF ANALYSIS/ CEPTUOHUKAT AHAJIN3A

TESTS / TIOKA3ATEJHA

SPECIFICATIONS / HOPMEI

RESULTS / PE3YJbTATDI

Calcium and magnesinm /
Kanbuuii n marnunii

Heavy metals/ Taxennre
MeTANIbI

Pure blue color should be observed (without a
violet hue). / Jomxeo HabmopaTbed THCTO
cHHee oxpamiBanie (0e3 hHOIeTOBOTO
OTTCHKA).

Complies / CooTBETCTRYET

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

Residue after evaporation /
Cyxoii ocraTor

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

<0.00001% (<0.1ppm)

0.001 %

Conductivity /
JNeKTPONpPOBOAHOCTE

Extractable volume /
HisaexaeMblii 00beM

Not more than 25 pS/cm. /
He 6omee 25 mxCu/em,

5 uS/cm./
5 MECM/cM.

| Not less than label claim {(not less than 2 ml). /
He meHee HOMMHANBHOTO (He MeHee 2 MT).

Bacterial endotoxins /
bakTepHanbHbie YHI0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Goxee 0,25 EX/Mn Boms! s
HHBEKLHH.

Sterility / CTepunbHocTh

' Packaging / ¥Ynakxoska

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. /
[TepButHAA vIAKOBKA

Fo 2 mMn pacTBopHTeNA (BOJa [UIA HHBEKIHI) B
aMnyny w3 Oecipernore crekma, Tun I Ha
BepxHEH uacTH aMmIlyNnbl HaHeceHa To4Ka
pazfoMa OpPRHKEBOTO LIBETA.

Shelf-life / Cpok rogrocTH

5 years. / 5 nerT.

Assessment: / 3aKIoueHue;

Should be sterile. / Jlo/kHa GBITh CTEPHILHO. i

2ml/
2 Mn

<0.25EU/mL/
<025 ED/Mn

Sterile / CrepuneHo.

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. /
[lepBYdHad VIIAKOBKA

To 2 M1 pacTBOpuTENnd (Boma s
HHBEKIHHA) B aMIyny M3
GecuperHoro crekia, tan 1. Ha
BepXHell YACTH aMITyJIbl HaHECeHa

| TOYKa pasjioMa O'aHEBOro IBETa.

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

#1 on 25.04.2023 /

Cepua coorBercTByeT TpefoBaHNsIM HOpMaTHBHOTO HoKyMeHTa JIC-000295-160721,

Hamenenne Nel ot 25.04.2023.

A;j Ethemoglu

|'. |
Quali |f._“r,m rqlﬁ'i Supervisor
vy

&
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