CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

TEXARED, iyophilized powder for injection after reconstitution,

Name of Product/
HanmeHoBaHKEe NpenapaTa

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepun

Date of Control / [laTa aHanm3a

Manufacturing date / lata
NMPOH3BOACTEA

Expiry date /IaTa okoHYaHHA
CpoKa rogHOCTH

TESTS / IOKASATETH

20 mg /

TEKCAPE®, nnopuansaT 15l IPHroTOBJISHHS PACTBOPA /LIS

HHBbEKDHH, 20 MI
25H05881A

41.277,000

10.2025
09.2025

08.2028

SPECIFICATIONS / HOPMBI

Appearance / Onucanne

Identification / ITogHHBOCTL

Tenoxicam by HPLC/
Tenoxcuram (BIKX)

Tenoxicam by UV-
spectrophotometry / Tenoxcuxam
(Y-
crexmpogromomempuiecKuil)

Yellow with greenish tint lyophilized powder. /
JuopUIM3HpOBaHHEEIl  MOPOLIOK KENTOro ¢
3€MEeHOBATEIM OTTEHKOM LIBET4.

RESULTS/
PE3YJIbTATHBI

Complies / CooTBETCTRYET

| 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})). / Bpewma
VIAEPKHBaHWS  [HKA  TEHOKCHMKaMa  Ha
XpOMAaTOrpaMMe HCTIBITYEMOTO pacTropa
IOJDKHO COOTBETCTBOBATH BpeMeHHA
yaepKUBaHKA MMKa  TEHOKCHKaMa  Ha
XPOMATOrpaMMe CTaHTApTHOTO pacTBOpA {CM.
«Poncteennsie TIpHMECHY, Onpenenenue
eNUHMYHEIX OpuMeceif W CyMMBl IIpHMeceit
254 am)).

Complies / CooTBeTCTBYET

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-cnekrp
TIOTJIOILERUA HCIBITYEMOTO pacTBOpa,
[IPHTOTOBJIEHHOTO s KOAH4YECTBEHHOTO
onpencieHns, B obmacti ot 230 HM 10 400 am
JOIGKEH HMETh MAakCHMyMbl TIPH UTHHAX BOJIH
257 = 2uM, 285 £ 2uM u 368 + 2HM (oM.
«KonuuecTBeHHOE OTIpeReneHue TEHOKCHKaMay ).

Complies / CooTBeTcTRYET
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CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIU3A

Sodium metabisulfite /
Hampua memabucyasgum

TESTS / NOKA3ATEJIHA

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJIBTATHI

| 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 Sedium
metabisulfite” test. / BpeMs yRepxuBaHuA MAKa
Hatpua MeTabucynbOHTA Ha XpOMaTorpamme
HCITBITYEMOT0 pacTBoOpa AOIGKHO
COOTBETCTBOBATh BPEMEHH Y/CPKHBAHHSA TIHKA
HaTpys MeTabUCYNBGHUTA Ha XpPOMATOIPAMME
CTAaHAApTHOrO pacreopa (cM. «KomumdecTeeHHOEC
OmpeaeneHne HATPUs MeTabucynpduTa»).

Dissolving time / Bpems
pacTBOpeHns

Appearance of Reconstituted
solution / Omicanue
BOCCTAHOBJEHHOL'0 PACTBOPS

" Solution clarity /
IIpospaunocTs pacTBoOpa

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

Complies / CooTBeTCTBYET

22 sec/ 22 cex

| Solution Color /
[{BeTHOCTE PACTBOPA

' pH

| Particulate matter / MexaHn1eckne BKIIOYeHHA

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / [Ipenapar
JOJDKEH PAcTBOPATLCS MOJTHOCTEIO c
OTCYTCTBHEM HEpacTBOPEHHBIX dactun, Ges
BHAHMBIX MEXAHUMMECKHX BKIiOYeHHil. Pacrsop
IOKEH OBITh MPO3PAYHBIM.

Complies / CooTBETCTBYET

| The product solution should be clear. / Pactsop

Mpefapara N0JNKEH OLITE npo3pavyHbiM.

Complies / CooTBETCTBYET

The product solution should not be more
intensively colored than the reference solution
(Y. / CTenenb OKpackH pacrBopa Ipenapara He
JIOJDKHA MPEBBITIATE 3TanoH GY 1.

175t 10.0./017.,5 10 10,0.

Visible particles /
Budumere yacmuyor

Subvisible particles /
‘ Hesudunvre wacmuyoi

>10 um particles/

Yactni pazmepoM > 10 MEM

‘ >25 um particles/

YacTHIl pazMepom > 25 MKM

Should be absent/ iIOJIH{HLI OTCYTCTBOBATH

Not more than 6000/vial; /
He Gonee 6000 Ha dmakon;

| Not more than 600/vial. /

He Gonee 600 na dnakon.

Complies / CooTBeTcTBYET

9.0

Absent /Oty TCTBYIOT

26 / vial
26 / pnaxoH

2/ vial
2/ pmaxon
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CERTIFICATE OF ANALYSIS / CEPTHO®UKAT AHAJIM3A

TESTS / TIOKA3SATEJIH

Related substances / PoacTBeHHbIe

' 2-aminopyridine /
2-aMAHOTIMPHAMH

Individual unidentified impurity /
EnunHmnynan
HeHASHTHGHIMpOBaHHAA IPHMECh

Total impurities /
CymMa ipumMecei

SPECIFICATIONS / HOPMBEI

RESULTS/
PE3YJILTATBHI

NpHMecH

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

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

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

' Uniformity of dosage units /
OaHOPOHOCTL N03RPOBAHNS

The Acceptance value (AV) should be not more
than 15.0. / Tlokasatene mpuemiemocid (AV)
AopKel OpITh He Honee 15,0.

. Water /Bon_a

Not more than 3.0 %. / He Gomnee 3,0 %.

| Bacterial endotoxins /
BakTepHaJbHBIC IHTOTOKCHHEI

' Sterility /CrepuabsocTh

| Assay / KonuvecTBeHHoe onpenee

Tenoxicam / Tenoxcuram

" Sodium metabisulfite /
Hampua memabucynshpum

Not more than 1 EU/mg of tenoxicam. /
He Somee | EQ/Mr TeHOKCHEaMA.

Not detected / He
oDHapyxeHa
Not detected / He
o0HapyxcHa
Not detected / He
obHapyKeHa
|
AV=4.0 (n=10) '
1.1 %

<0.128 EU/mg /
<0.128 B3/ mr

Should be sterile. / ,I[cm;m OBITH CTEPUIBHBIM.

Sterile / Crepuncn

HHE

90.0% to 110.0% of Ci13H11N304S; (tenoxicam)
of label claim. / Or 90,0% me 110,0%
Ci13H11N304S; (TeHOKCHKAM) OT HOMHHUIBHOTO
COAEpkKaHMA.

97.8 %

85.0% to 110.0% of Sodium metabisulfite of the
label claim, / Or 85,0 % no 110,0 % HaTpus
MerabucynbduTa oT HOMHHANBHOI'O
COETOKAHNA.

95.2%
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CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIN3A

TESTS / MOKA3ATEJIH | SPECIFICATIONS / HOPMBEI
Package / YnakoBka 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. /

[MeperiHAaA vIAKOBKA

ITo 20 mr TeHoKcHkamMa BO (uaxkoH M3
OGecLBETHOIO CTeKna THIT I,
YKYIOpEHHBIH npobxoi H3

OpomMOyTHIOBON  pe3suHEl,  OoONKaTOH
ATIOMMHAHMEBRIM KONMAYKOM ¢ KOHTPOTeM
[EPBOTO BCKPHITHA W IUIACTHKOBEIM

RESULTS / PE3YJIbTATH

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. /

Tleppr1Has vOAKOBKA

[lo 20 Mr TeHOKCHKama BO (WIaKoH W3
OecrBeTHOTO cTeKna THII I,
YKYTIOPEHHBLH npobKkoii u3

OpoMOYTHMOBOI  pe3WHBEL,  00Xaroi
ANFOMIHHUEBBIM KOIMadKOM ¢ KOHTpPOJIEM
NEPBOrC BCKPBITHS M TTACTHKOBHIM

JIACKOM MOBEPX AMOMHHHEROTO | JIMCKOM TOBEPX AMKOMHHACBOTO
| Koamaudka, | KOJIIauKa.
Shelf-life/ Cpox rogsaecTH 3 years, / 3 roga.
KIT / KOMILIEKT
.  TESTS / TOKA3ATEJIH SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATH!
Kit package / ¥Ynakoeka | Secondary package Secondary package

KOMILIeKTa oo . . o
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. /

Bropuudaa viiaxoBka

ilo 3 ¢nakoHa ¢ npemapaToM W 3
aMTIYJIBl ¢ PACTBOPHTENIEM NMOMELLAIOT B
KaCCeTy H3 MOJMBHHWIXIIOPHIA,

1 Kaccery BMecTe ¢ HHCTpyKmueil mo
NPEMEHEAHK) [OMEINAIOT B NadKy
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. /

BropHyHag yilakoBka

Tlo 3 durakona ¢ npenapatoM # 3
aMIIyJibl ¢ PACTBOPHTENEM NMOMENIAIOT B
KacceTy W3 TNOMHBHHHMOIopuia., |1
KAacceTy BMECTe ¢ HHCTPYKLMe# 1o
NPUMEHEHHIO TIOMEIAIOT B Nayky
KapTOHHYIO.
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

" Labeling/ MapknpoBKa
c

| Kit storage /
XpaHeHHe KOMILICKTA

[17s yIAKOBKH 1o 3 fiaKoHa ¢ MpenapaToM i 3 aMnyJibl ¢ PacTROPMTENEM B
| Kaccere:

According to the ND. / B cooteercteum | Complies as prescribed / CooTBeTCTBYET

HOPMATHBHOH JOKYMeHTaUMeil. TpeGoBaHASIM

| For configuration 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 25 °C./

B opuraHankbHoil ymakoeke ((hnakoHel ¢ MpeNapaToM H aMITyNIbl ¢ PACTROPUTENEM B

| 'Kit shelf life / 3

[Ia9YKe) TIPH TeMTepaType He Bhie 25 °C,

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

CPOK TOAHOCTH KOMILJIEKTA human use. / 3 roaa. CpOK TOOHOCTH KOMILISKTA ONpedensaeTcd CPOKOM roaHOCTH

JNEKapCTBEHHOT O NpenapaTa Ind MCAHIMHCKOr0 IPHMCHCHHA.

Assessment: / 3akaroueHue:

API name (INN) / nanvenosanue A®C (MHH):

The batch complies with the specifications according to ND JIC-000295-040325,
on 04.03.2025./

Cepua cooTBeTCTBYET TPeGOBAHHAM HOPMATHBHOTO fokyMmenTa JIC-000295-
040325, ot 04.03.2025.

Tenoxicam / TeHokcHKaM

API manufacturer batch number /

92018125

 Homep cepuu nponssoantensn ADC:
FP Manufacturer API Batch number /

Homep cepun cyGeranunu nponspoautens IJID:

AP Manufactured by & country /
IpomsoanaTent A®C, cTpana:

25119115

Edmond Pharma S.r.L., Italy /
Samong Dapma, C.p.J1., Utanus

Quality Contr;]\«‘:\ e\?&.
H. Msrgé;}’mami
Ve

o((!?.”&ozf—
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®
RGENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIU3A

Name of Product/
HanmeHoBaHue TpemapaTa

Water for injections (solvent) /

Boja ana uabeKlHit (paCTBOPHTEND)

Batch no./ Homep cepun 52D3

Amount of product per batch / Pasmep : 90955

CepPHHA

Date of Control / Tara ananusa 07/2025

Manufacturing date / Jara npoussoncrsa . 04/2023

Expiry date /JaTa 0KOHYAHHA CPOKA 0372030

FOHOCTH

Water for injections (solvent) / Boga ang HHbexuuii (pacTeopuTens)

| TESTS/IOKA3ATEJHN | SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBLTATHL |

Description /Onncanne

Clear, colourless liquid without odor. /
[TpospauHas HecuBeTHAA XKUIKOCTh Oe3
3amaxa.

Particulate matter / MexaHiiecxn¢ BKIIOYEHNUA

Visible particles /
Budumwvie wacmuyst

Sub visible particles /
Hesudumvie vacmuybi

>10 pm particles /
JacTHI pazMepoM = 10 MxmM

>25 um particles /
QACTHL pa3zMepoM = 25 MKM

Should be absent. / JloJKHE! OTCYTCTBOBATD.

Not more than 6000 particles per ampoule; /
He Gomee 6000 Ha aMmyny;

Not more than 600 particles per ampoule. /
He donee 600 Ha amoyy.

Complies / CooTBeTCTBYyST

Absent / OTcyTCTBYHOT

176

12

Acidity and alkalinity /
KuciloTHOCTE H MEI04HOCTh

Test sample should pass the test. /
HcnsiTyeMbiit o0pazen A0mikeH BEIEPKHBATE
HCIBITAHHC.

Reducing substances /
BoccTanaBpaHBamue
BelLECTBA

Carbon dioxide
Vraepona ZHOKCHI

Test sample should pass the test. /
HenbiTyeMulii obpasery IonKeH BeIepKHBATE
HCIIbITAHHE.

/ He nomkHo OBITE TOMYTHEHHA B TEUEHUE
1 yaca.

No turbidity should be observed within 1 hour.

Complies / CooTBercTBYET

Complies / CooTBeTCTBYET

Complies / CooTBeTCTBYET

Chlorides/ Xaopuan

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

<0.5ppm

Nitrates and Nitrites/

Hurparsl ¥ HHTPHTBI

' Sulphates / Cyandatbi

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

No turbidity should occur within not less than
1 h. / B teueH#ie He MeHee 1 "aca HE JOIKHO
| HaOIMOJATLCA IIOMY THCHHE.

<0.00002% (<0.2 ppm) |

Complies / CooTBeTCTBYET

Ammonium / AMmMonmnii

J Not more than 0.6 ppm. / He Gornee 0,6 ppm.

<{.6 ppm

— e
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0
RAGENSENTA

TESTS / IOKA3ATEJM
Calcium and magnesium /
Kanewnomii u marauii

Heavy metals/ Taxeanie
METAJLIbI

| SPECIFICATIONS / HOPMEIL
Pure blue color should be observed (without a
violet hue). / JloyskHo HaOMOAATECA YHCTO
cuHee oxpannBaHue (Oe3 duoneTosoro
OTICHKA),

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

CERTIFICATE OF ANALYSIS/ CEPTHOHUKAT AHAJIM3A

RESULTS / PE3YJILTATHI

Complies / CooTBeTcTBYET

<0.00001% (<0.1ppm)

" Residue after evaporation /
Cyxoii ocTaTox

Conductivity /
JNEeKRTPONPOBOIHOCTS

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

| Not more than 25 pS/em. /
He 6omnee 25 MxCm/cm.

0.000 %

2 uS/em./
2 MECM/cM.

Extractable volume /
H3paexaeMbiiil 00bhem

| Bacterial endotoxins /
Baktepuannnbie 3HI0TOKCHHE]

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

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 EQ/Mn Bogs! ans
HHBCKIIHA.

Sterility / Ctepuabnoects

Packaging / ¥YnakoBka

Should be sterile. / JomkHa OBITh CTEPUIEHOH,

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. /
TlepBuyHasg y MAKOBKA

[To 2 ma pacteopuTens (Boma ONA HHBEKIHI) B
ammyny w3 OecnperHoro creknma, Tam [, Ha
BEPXHEll TACTH aMIyJbl HAaHeCceHa TOYKa
pasioMa OPaHKEBOTO TBETA.

Shelf-life / Cpox roanoctH

3 years. / 5 qer.

Assessment: / 3akmouenne:

2ml/
2 M

<025EU/mL/
<0.25ED /M

Sterile / CreprnsHo.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type I with an orange one-
peint-cut at the top of the ampule. /
HeppryHad yIaKoBKa

Tlo 2 mn pacteopHTens (Boja mna
HHBCKIHIT) B AMITYITY u3
fecuperHore crexkina, tn 1. Ha
BepXHell WacTH aMIrylbl HAHSCEHA

| TOYKa pazfioMa OpaHKEeBOro IIBETa.

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

#1 on 25.04.2023 /

Cepus COOTBETCTBYET TpeDOBaHHAM HOPMATHBHOTO TokyMeHTa JIC-000295-160721,

Hsmenenne Nel ot 25.04.2023.

Ali Ethemoglu

Quality Conizol Supervisor

o h ," iy
i
ez Ticaret AT
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®
RGENSENT

CERTIFICATE OF ANALYSIS/ CEPTU®HUKAT AHAJIM3A

RESULTS / PE3YJIBTATBL

Name of Product/ Water for injections (solvent) /
Haumenoranue npemnapara Boaa ana HHBEKOHI (pacTBOPUTEAL)
Batch no./ Homep cepun 52D4
Amount of proeduct per batch / Pazmep 91742
cepHn
Date of Control / laTa anannsa 07/2025
Manufacturing date / Iara npoussoactea :  04/2025
Expiry date //laTa okonuanmus cpoka ;o 032030
TOAHOCTH
Water for injections (solvent} / Bopa ang nubexunii (pacTBopHTeNE)
_ TESTS / IHOKA3ATEJIH SPECIFICATIONS / HOPMBI

Description /Onucanne

Clear, colourless liquid without odor. /
IIpozpatinas HecuBeTHasA KUIKOCTD bes
3amdxa.

Particulate matter / Mexannueckne BKIIYCHHSA

Visible particles /
Buoumwie vacmuys

Should be absent. / [loIoKHE! OTCYTCTBOBATS.

Complies / CooteTcTBYeT

Absent / OTcyTerByoT

Sub visible particles /
Heagudumbre yacmuyot

>10 ym particles /

4acTUL pazMepom > 10 MKM

>25 pm particles /

YACTHIL PAIMEPOM = 25 MKM

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

Not more than 600 particles per ampoule. /
He Gonee 600 na amnyny.

155

22

| Acidity and alkalinity /

KucjoTHOCT H IIET09HOCTS

' Reducing substances /

Boccranas/HBa0NIHE
BeIlecTBA

Carbon dioxide
¥Yraepoga nHOKCHA

Test sample should pass the test. /
HcneiTyemMelii 0Opazel] AOMKEH BRIICPKHBATE
HCITLITAHHE.

Test sample should pass the test. /
Hcneiryemelii ofpazel] J0IKeH BBIIECPKHBATE
HCIBITAHHE.

No turbidity should be observed within 1 hour.
/ He momkHO OBITH TTOMYTHEHHSH B TEYEHHE
1 uaca.

Complies / CooTBeTCTBYET

Complies / CooTBeTCTBYET

Complies / CooTBeTCTBYET

Chlorides/ Xnopuasi

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

<0.5ppm

Nitrates and Nitrites/

HuTpaTbl M HHTPHTE!

Sulphates / Cyabdartni

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 Teyeune He MeHee 1 yaca He A0MDKHO
HabmoaaTeC NOMYTHEHHE.

<0.00002% (<0.2 ppm)

Complies / COOTB;:TBYBT

Ammonium / AMMoHR It

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

<(0.6 ppm
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R GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

TESTS / IOKA3ATEJIH
Calcium and magnesium /
Kaanunii 1 Mmarnmii

Heavy metals/ Taxennte
METAJIb]

SPECIFICATIONS f HOPMbI
Pure blue color should be observed (without a
violet hue). / JomkHO Hab/M0aTEC YHCTO
cHHee okpaumBaHue (6e3 PHONETOBOTO
OTTEHKa).

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

RESULTS /PE3YJIBTATBI |
Complies / CooTBETCTBYET

<0.00001% (<0.1ppm)

Residue after evaporation /
Cyxoii ocTaTok

Conductivity /
JAeKTPONPOBOAHOCTDL

| Extractablé volume /
H3paekaemblii 00bem

Bacterial endotoxins /
BakTepHalbLHBIE SHAOTOKCHHBI

' Sterility / CTepuabnoctn

Packaging / Ynakoska

Shelf-life / Cpok rogHocTn

Assessment: / 3axmouenne:

Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Not more than 25 pS/em. / 4 pS/em./ |
He Gonee 25 MxCwM/cm., 4 mrCm/cM.
Not less than label claim (not less than 2 ml}). / 2ml/
He MeHee HOMHHBANBHOTO (He MeHee 2 MIT). 2 mn

| Not more than 0.25 EU/mL of water for <0.25 EU/mL/
injections. / He Oonee 0,25 ED/mMn Boasl Ang <025 E3/ Mn

HHBEKIHIL. |

Should be sterile. / TomkHa OBITH CTEPUANIBHOHA. Sterile / CrepunsHo.

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. /
[eppryHas v nakoBKa

ITo 2 mu pactBopuTend (Bona Uit
HHEEKIHI) B aMmmyny M3
fdecupersoro crekma, ThHm 1. Ha
BCPXHEH UACTH aMMyNbl HAaHECSHA

| TOYKA Pa310Ma O[1aHKEeBOTO 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. /
[lepBu4HAsA Y ITAKOBKA

Mo 2 M pacteoprTeins (Boja s RHBSKLHH) B
ammynmy u3 OeciperHoro crekna, tvn I. Ha
BepXHeH Yacth  aMMynbl HaHeceHa TOYKA
pa3ioMa OPaHKEBOro LBETA.

5 years. /5 ner.

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

Cepud COOTBETCTBYeT TpeGOBaHIAM HOPMATHBHOTD nokyMeHTa JIC-000295-160721,
Hszmenenue Nel ot 25.04.2023.

Ali Ethemoglu

Quality C; '-I:]IK/ Supervisor
Ry
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