CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJINU3A

Name of Product/
HaumeHoBaHUe MpenapaTa

Batch no./ Homep cepuu

Amount of product per baich /
Pa3mep cepnn

Date of Control / Jlara ananusza

Manufacturing date / Tata
NPOH3BOACTBA

Expiry date /Iara okoHUaHusA
CPOKAa FOAHOCTH

TESTS / MOKA3ATEJIN

' Appearance / Onucanne

Identification / TIoAIHHHOCTE

Tenoxicam by HPLC /
Tenoxcuram (B3/KX)

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

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE/®, nnoduanzar 414 NPAroTOBJEHHA PACTBOpA AJA

HHLEKIHI, 20 Mr

23M18561A
41.578,000

01.2024
12.2023

11.2026

SPECIFICATIONS / HOPMbI

| Yellow with greenish tint lyophilized powder. /

JIHohuIH3HPOBAHHEIH TOPOIIOK JKEATOro ¢
3EMeHOBATEIM OTTEHKOM LIBETA.

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
yAeKHBAHMSI Tika  TEHOKCHKaMA Ha
XpoMaTorpaMmMe HCTIBITYEMOTO pacTBopa
TOIKHO COOTBETCTBOBATh BpPEMEHH
yIepKHBAHES KA  TEHOKCHKAMA Ha
XpOMaTorpaMMe CTaHAapTHOTO pacTBopa {CM.
«PoncTBeHHEIE TIPHMECHY, oTpeneneHne
eMWHHYHEIX TpuMecell W CYMMBI mHpHMeceii
(254 um)).

prepared for the Assay in the range from 230 nm
to 460 nm should have maxima at wavelengths of
257 £ 2 nm, 285 = 2 nm and 368 £ 2 nm (see
“Assay of Tenoxicam™ test). / Yd-crextp
TOTJIOLICHAS HCIIBITYEMOTO pacteopa,
OPUTOTOBIEHHOTO st KONHYECTBEHHOTO
ompeaenennsd, B obmacta or 230 uM go 400 am
JOJKeH HMETH MAKCHMMYMBl IPH JUIMHAX BOJH
257 £ 2nM, 285 =+ 2um | 368 £ 2HM (oM.
«KonmgecTReHAOR ONpENE/IeHHE TEHOKCHKAaMa» ).

UV absorption spectrum of the test solution |

RESULTS /
PE3YJABTATEHI

Complies / CooTBeTCTBYET

Complies / CooTBercTBYET

Complies / CooTeeTcTBYET
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CERTIFICATE OF ANALYSIS/ CEPTUOHUKAT AHAJU3A

RESULTS/
TESTS / MOKA3ZATEJNA SPECIFICATIONS / HOPMbI PE3YJIBTATHI
Sodium metabisulfite / The retention time of Sodium metabisulfite peak

Hampua memabucyasghum

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. / Bpema yaepKHBaHHA THKA
HaTpud MeTabucyne(HUTa HAa XpoMarorpaMMe
HCITBITYEMOTO pacTBOpa IOIKHO
COOTBETCTBOBATE BPEMEHH VISPKHBAHWA ITHKA
HaTpuAd MeraOucynepdHTa Ha XpoMarorpaMMe
cTaHAapTHOTO pactBopa {cM. «KonmHdyecTReHHOE
onpegeneHHe HaTpHs MeTabHCyNB(HTa ).

Complies / CooTBeTcTBYET

| Dissolving time / Bpems
pacTBOpeHust

Not more than 60 seconds. / He 6omee 60

CEeKYHI.

36 sec/ 36 cex

Appearance of Reconstituted
solution / Onrcanne
BOCCTAHOBJICHHOTO PAacTBOpA

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / TIpenapar
TOIKEH pacTBOPATECA MONHOCTEIO c
OTCYTCTBHEM HEPAacTBODEHHBIX HacTHi, Oe3
BUIMMBIX MEXaHMYECKHX BKToYeHHi. Pacteop |
JIOIKeH OBITH IPO3PavyHEIM.

Complies / Coorrercreyer

Solution clarity /
| Ipospa4HoCTL pacTBOpa

}
Solution Color /
HpeTHOCTE pacTBOpA

" The product solution should be clear. / Pactrop

| The product solution should not be more

mpernapaTa qoDKeH OBITh IPo3padabM.

intensively colored than the reference solution
GY1. / CTeneHr OKpacKH pacTBOpa Hpenapata He
JIOJDKHA HPEBBILIATE 31an0H GY .

Complies / CooTBeTcTBYET

Complies / CooTBeTcTBYET

pH | 7.5t010.0./0t1 7,5 10 10,0. 9,1
Particulate matter / Mexanndeckue BRIIOMEHHSA
Visible particles / Should be absent/ JToiHBI OTCYTCTBOBATh Absent /OToyTeTByIOT
Buoumere vacmuyer
Subvisible particles /
Hesuoumuie vacmuyot
>10 um particles/ Not more than 6000/vial; / 36/ vial
Yactan pasMepoM > 10 MRM He Gonee 6000 ma ¢aakom; 36 / pnakon
=25 pm particles/ Not more than 600/vial. / 3 /vial
YacTui pazMepoM = 25 MKM He 6onee 600 Ha dmnakon. 3 / dnakon
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CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIU3A

TESTS / IIOKA3ZATEJHA

SPECIFICATIONS /f HOPMBI

RESULTS /
PE3YJBTATH

Related substances / PoacTBeHHBIE TpuMecH

2-aminopyridine /
2-aMHHOTTHPHANH
Individual unidentified impurity /

EnuusuuHas
HEHACHTH(HIHPOBAAHAS IPHMECE

Total impurities /
CyMma npumMecel

| Uniformity of dosage units /
OaROpOAHOCTE J03HPOBAHHSA

| Water /Boaa

Bacterial endotoxins /
BaktepnanbHbIe YHIOTOKCHHBI

Not more than 0.5 %; / He 6onee O,_S %_;

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

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

Not detected / He
obHapyxeHa

| Below LOQ (LOQ =
0.05 %) / Hmxke mnpezena
KONWYCCTBCHHOTQ
onpeneneans (IIKO =
0.05 %)

Below LOQ (LOQ =
0.05 %) / Hike npegena
KOITHYCCTBCHHOTO
ompegenenma  (IIKO =
0.05 %)

The Acceptance value (AV) should be not more AV=36(n=10)
than 15.0. / Tlokasarems mpmemmeMocTd (AV)

noJkeH Osith He bonee 15,0.

Not more than 3.0 %. / He Gonee 3,0 %. 0.9%

Not more than 1 EU/mg of tenoxicam. /
He 6omnee 1 E3/Mr TeHOKCHKaMa.

Sterility /CTepuabHOCTL

Should be sterile. / JlomkeH OBITE CTEPHITLHEIM.

<0.128 EU/mg /
<0.128 EQ/ mr

Sterile / Crepunen

Assay / Konn4ecTeeHHoe onpeaenenne

Tenoxicam / Tenoxcuxam

90.0% to 110.0% of Ci3Hi11N3O4S: (tenoxicam)
of label claim. / Or 90,0% mo 110,0%
C15HiN304S: (TeHOKCHKAM) OT HOMHHATEHOTO
COe KA.

97.6 %

Sodinum metabisulfite /
Hampus memabucyavghum

85.0% to 110.0% of Sodium metabisuifite of the
label claim. / Ot 85,0 % mo 110,0 % wnHarpus
Merabucynodura oT HOMHHAJILHOTO
COTEPKaHVA.

99.3 %
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CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIU3A

SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATBI |
Primary package | Primary package |

| TESTS/IIOKA3ATEIN
Package / Ynakoska

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. /
IlepBHYHAA ¥ ITAKOBKA
TTo 20 Mr TeHokcHkama Bo ¢NakoH H3

OECHBETHOTO CTECKITA THII I
YKYTNOPEHHBIH Ipo0KoH H3
OpomOyTHnOBOH  pesuHsl, obwaroi

ATHOMHHEEBEIM KOMITAYKOM C KOHTPOJIEM
nepeOoro  BCKPBITHA H TUIACTHKOBBIM

20 mg of the tenoxicam in a colorless
glass wvial type 1 stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
IIepBrunan Y IakoBKa

ITo 20 mr TeHokcHKaMa Bo QrakoH M3

OCCLBETHOTO CTeKIA THI L
YKYTIOPCHHBIH npobxoit u3
OpomOyTIIIOBOM  pesuHbl, oGxaToi

ANFOMHUHHEBEIM KOIINIAYKOM C KOHTPOICM
NEPBOTO BCKPBITHA H IMACTHKOBBRIM

JHUCKOM HOBEPX ANFOMHAHECBOTO | JAHCKOM TIOBEPX AIOMUHHUEBOIO
: | Komnmadka. | Konmadka. A
Shelf-life/ Cpok rognocra 3 years. / 3 roma.
KIT / KOMILTEKT
TESTS / IOKAZATEJIH SPECIFICATIONS / HOPMEI RESULTS / PE3YJATATEIL
Kit package / ¥YnawoBka | Secondary package Secondary package
KOMILAEKTA 3 vials with the medical product and 3 3 vials w1th. the medical ]?l‘Odl.lCt an.d 3
. . . ampoules with the solvent in a polyvinyl
ampoules with the solvent in a polyvinyl . \
- chloride cassette. 1 cassette with the
chloride cassette. ) . . )
patient information leaflet in a carton
1 cassette with the patient information | pack./
leaflet in a carton pack. /
BropuuHas ynakoBka Brophinal yIIaRoRks
o 3 d¢makoHa ¢ npenapatoMm w 3
[lo 3 dnakona ¢ mpemapatoM ¥ 3 | aMIyJbl ¢ PaCTBOPHTENEM MOMEINAIOT B
| aMmyNbl ¢ pacTBOPHTENEM TMOMELNAIOT B | KACCETY W3 HONMBHHHIUIOPHIZ. 1
KacceTy W3 MONHBHHUIDIOPHAA. KACCeTy BMECTe C HHCTPYKUHEH 110
1 " NMPUMEHEHHUE® IOMEIAT B HAuKy
KACCETY BMECTE ¢ WHCTPYKIMell o
KAPTOHHYIO.
IPUMEHEHHID [MOMELIAlT B Hauxy
KapTOHHYIO.
_Labeiing/ MapkHpoBKa According to the ND. / B cooteercteun | Complies as prescribed / CoorBercTByeT
¢ HOPMATHBHOM NoKyMeHTanHe . TpeOORAHHAM
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CERTIFICATE OF ANALYSIS/ CEPTHOHKAT AHAJIMU3A

Kit storage / ' For confizuration with 3 filled vials and 3 ampoules with a solvent in a cassette: |
XpaHcHHE KOMILIEKTA

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

Jna vakoBKH 10 3 frakoHa ¢ NPenaparoM X 3 amiivibl ¢ aCTBOHTENEM B
KacceTe:

B opuraHANEHO# ynakoeke ((TaKOHBT C TIPETTApPATOM M AMITYIIH ¢ PACTBOPUTENEM B
Mmavke) NpH TeMIepaType He Benne 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-lifc of the medical product for |
Cpok rogHocTH KoMmAekTa | human use. / 3 roga. Cpok TOOHOCTH KOMILTEKTA OTIPEIENACTCA CPOKOM TOIHOCTH
JIGKAPCTBEHHOTO TIPETIapaTa s MEMIIMHCKOro TPHMEHEHH.

Assessment: / 3akarouenne:  The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /
Cepus cooTeeTcTBYeT TpeOoBaHNAM HOpMAaTHBHOrC qoxyMenta JIC-000295-
160721, Uameneane Nel or 25.04.2023.

.. API name (INN) / naumenosanne A®C (MHH): | Tenoxicam / Tenokcukam
API manufacturer batch number / 92043421
| Homep cepuun npoussoautena ADC:
FP Manufacturer API Batch number / 22105967
Howmep cepun cyderanunn nponzsogutens I'JId:
| AP1 Manufactured by & country / Edmond Pharma S.r.L., Ttaly /
Iponzeoaurens ADC, cTpana: 2amoHa @apma, C.p.JL., Utamus
|

Quality (" ornfrol Supervisor

o ——

=
QUEENDENTA

G 7/ llag Sanayi ve Ticaret A.3
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®
GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
Haumenosanue npenaparta Boja asis HHBEeKLHIl (pacrBOPHTE/Ib)
Batch no./ Homep cepun 32F4

Amount of product per batch / Pazmep 1 90755

cepuH

Date of Control / JaTa anaanza 08/2023

Manufacturing date / aTa npon3BoacTBa 06/2023

Expiry date /IaTta oxoHYAHHA CPOKa 05/2028

rogqHocTH

TESTS / IOKA3ATEJIH

;"Description /Omucanue

Visible particles /
Buoumere wacmuyer

Water for injections (solvent) / Boga nna nubekunii (pacTBOpHTEIb)

SPECIFICATIONS / HOPMBI

RESULTS /PE3YJBTATEL

| Clear, colourless liquid without odor. /

IMpo3paynas GecupeTHAd KHIKOCTE 0e3
3anaxa.

Complies / CooTBeTcTIBYET

Particulate matter / MexanuyeckHe BKJIIOMeHHs

| Should be absent. / JIoimxHEL OTCYTCTBOBATE.

Absent / OtcyTcTBYIOT

Sub visible particles /
Hegudumere yacmuyst

>10 um particles /

>25 um particles /

YacTUIl pazMepoM = 10 MiM

YACTHI] pa3MepoM = 25 MEM

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

Not more than 600 particles per ampoule. /
He Gonee 600 Ha ammyny.

113

Acidity and alkalinity /

Reducing substances /
BoccTanaBaHBaloliHe
BCINECCTRA

KHCI0THOCTE H HIEN04YHOCTh

Test sample should pass the test. /
HMcenpiryeMblii obpasell JOMAEeH BRICPKUBATE
HCTIEITAHHE.

Test sample should pass the test. /
Hensrryemeiit ofipazen JomkeH BHIIEDKHBATD
HCTIBITAHHE.

Carbon dioxide
¥Yraepona nuoxceHn

Chlorides/ Xnopunsi

No turbidity should be observed within 1 hour.

/ He gomxHO OBITH MOMYTHEHHA B TEUSHHE
1 yaca.

Complies / CooTBeTCTBYET

‘Complies / CooTBeTcIBYET

Complies / Cootserctsyer

Not more than 0.5 ppm, / He oxee 0,5 ppm.

<0.5ppm

Nitrates and Nitrites/

HurpaTb! H HETPHTLI

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

 Sulphates / Cy.m,t;anﬂ

No turbidity should occur within not less than
1 h. / B TeueHHe He MeHee | yaca He HOIKHO
HAOTIONATHCA OMYTHCHHE.

<0.00002% (<0.2 ppm)

Complies / CootreTcTBYCT

i Ammonium / AMMoHHiH

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

<0.6 ppm
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eenseN

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIU3A

TESTS / MMOKA3ATEJIH SPECIFICATIONS / HOPMbBI |  RESULTS/PE3YJBLTATHI
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTCTBYET
Kaanuuii n marani violet hue). / JomkHO HabniogaTeCs YACTO

cHHee oxpalnBanye (6e3 puoneTosoro
| OTTEeHKa).
' Heavy metals/ Tsxennie | Not more than 0.00001 % (0.1 ppm). / <0.00001% (<0.1ppm)
MEeTaJIbI He Gonee 0,00001 % (0,1 ppm).
Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxoii 0cTaToK
“Conductivity / Not more than 25 pS/cm. / . 7 pS/em./
IeKTPONPOBOINOCTE He Gonee 25 MxCm/cM. 7 MrCm/cm.
Extractable volume / Not less than label claim (not less than 2 ml). / . 2ml/
Hiaejekaemulii o6bem He Menee HOMUHANEHOTO (He MeHee 2 MIT). 2 M
Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <0.25EU/mL /
BaktepHajabible 3HA0TOKCHHBI | injections. / He Gonee 0,25 E3/Mn Boab! ana <0.25E2/mMn
HHBEKIMI.
Sterility / CrepuibHoCTE Should be sterile. / JJomkHa ObITE cTepHIEHOH. Sterile / CrepiuisHo.
' Packaging / Ynaxoska Primary package Primary package

2 mL of the solvent (water for injections) in a | 2 mL of the solvent (water for
colorless glass ampule type I with an orange | injections) in a colorless glass
ong-point-cut at the top of the ampule. /| ampule type I with an orange one-
IMepBuYHas vOaKoOBKa peint-cut at the top of the ampule. /
ITo 2 mMn pacTRopHTend (BoAa A7g MHECKIH) B | IlepBHUdyHas vIakoBka

ammmyny u2 Oecnperdoro crewna, Tun . Ha | Ilo 2 mn pacTeopuTens (Boma mna
BEpXHeH wuacTW ammyiel HaHeceHa TOUKA | MHBeKnMH) B ammymy  H3
PasioMa OPaHKEBOTO LIBETA. fecupeTHoro cTewna, TAm I. Ha
BEPXHell yacTH aMIyJibl HaHeceHa
TOYKA [a37A0Ma OPAHKEBOTO LBETA.

Shelf-life / Cpox rogHocTH 5 years. / 5 ner.

Assessment: / 3amodcHUE: The batch complies with the specifications according to ND JIC-000295-160721, amend
#1 on 25.04.2023 /
Cepusa cooTBeTcTBYET TpeboBaHIAM HOpMaTusHOTO qoKymMenTta JIC-000295-160721,
Hamenenne Nel or 25.04.2023.

Ali Ethemoglu

Quality Contrlfl Supervisor

f" R
1_.L.‘I A

2/2



GeNseNT

CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

Name of Product/ 1 Water for injections (solvent) /
Hanmenopanue npenapara Boza ana nubeKNui (pacTBOPHTEIb)
Batch no./ Homep cepun : 32F3

Amount of product per batch / Pasmep 1 90047

cepHA

Date of Control / lata anannsa ;082023

Manufacturing date / laTta npoussoncTea  : 06/2023

Expiry date /AaTa 0KOHYaHHA CPOKa . 05/2028

TOAHOCTH

Water for injections (solvent) / Bona ans nHBeKumii (pacTBOPHTEIL)

RESULTS /PE3YJBTATHI

TESTS / IOKA3SATEJH SPECIFICATIONS / HOPMBI
Description /Onncanue Clear, colourless liquid without odor. /
IIpo3paunas HecHBeTHAA HKHAKOCTE He3
3amaxa.

Particulate matter / MexanuuecKue BEINWIEHUS

Visibie particles / Should be absent. / JomKHBI OTCYTCTBOBATD.
Buoumere wacmuywi

Complies / CooTReTcTBYCT

Absent / OTcyTCTBYIOT

52

Complies / CooTBercTBYET

Complies / CooTBeTCTBYET

Complies / CooTBeTCcTBYET

<f).5ppm
<0.00002% (<0.2 ppm)

Sub visible particles /
Hesuoumere uacnuyor
=10 um particles / Not more than 6000 particles per ampoule; /
uacTHIl pasmepod = 10 MM | He Gonee 6000 Ha ammyny;
>25 um particles / Not more than 600 particles per ampoule. /
yacTul pasMepoM > 25 mem | He Gonee 600 Ha aMmyiy.
Acidity and alkalinity / Test sample should pass the test. /
KHeaoTHOCTh B IIEI049HOCTD Hcnerryemeiii o6pasell 1oTKeH BEIIEPKHRATE
HCTIBITAHHE.

" Reducing substances / Test sample should pass the test. / -
BoccranaBauBaiomme HcnpiTyemenii 06pa3en NOMKEH BRLIEDKHUBATh
BEllecTBa HCTIBITaHHE.

Carbon dioxide No turbidity should be observed within 1 hour.
Yranepona AHOKCHA / He HOIXHO DBITH IOMYTHEHHS B TCYCHHE
1 yaca.

| Chlorides/ Xnopuasi Not more than 0.5 ppm. / He 6onee 0,5 ppm.
Nitrates and Nitrites/ | Not more than 0.00002 % (0.2 ppm). /
Hurpatel ¥ HHTPATHL He 6omee 0,00002 % (0,2 ppm).

: Sulphates / CyabdaTsl No turbidity should occur within not less than

1 h./ B TeueHne He MeHee 1 Yaca HE JIOIBKHO
HaOIHOIATECA TIOMYTHEHHE.

Complies / CooTBeTcTBYET

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

<0.6 ppm
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3 GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / HOKA3ZATEJIH

SPECIFICATIONS / HOPMEI

RESULTS /PE3YJBTATBH!

Calcium and magnesium /
Kaabu#ii u maruui

Pure blue color should be observed (without a
violet hue). / JomkHO HaOMOAATLCA THCTO
cHHee okpalripanne (6e3 droneroBoro
OTTEHKA).

Complies / CoorBeTcTBYCT

Heavy metals/ Ta:xennie
MeTaMNIb

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

<0.00001% (<0.1ppm)

Sterility / CrepuabnocTh

Packaging / YnaxoBka

" Shelf-life / Cpok roaHocTH

Assessment: / 3axmoueHue:

UHBEKHUH.

Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxoii ocTaToK
Conductivity / Not more than 25 pS/cm. / 6 uS/cm./
DNeKTPONPOBOIHOCTL He 6onee 25 MrCwm/cM. 6 MxCm/cuM.
" Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3enekaeMblii 00beM He Menee HoMHHamEHOrO (HC MCHEE 2 M), 2 MI
‘Bacterial endotoxins / | Not more than 0.25 EU/mL of water for ~ <025EU/mL/
BaKkTepHaJbHLIE 3HA0TOKRCHHBL | injections. / He Gonee 0,25 ED/Mn poaw! ana <025E32/mMn

| Should be sterile. / JlousxHa GBITs CTEPHIBHOI.

Sterile / CrepunpHo.

| 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. /
INepBuyHas ¥OAKOBKA

o 2 M pacTBopuTeNA (BoOa WA HHBEKUNH) B
amnyny w3 OecneerHoro crekna, tan I Ha
BEePXHell 4YacTH aMMyNbl HAHECCHA  TOUKA
pasnoMa OpaHKeEBOro LBET:.

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. /

Tl¢pBUYHAA Y ITAKOBKA

ITo 2 Mn pactBOpHTEN (BOma AT
H3
Gecusernoro crekna, THn 1. Ha

WHBEKUMIH) B aMnyIy

BerHEﬁ YacTH aMITyJibl HAHCCCHA
TOYKa pa3jioMa OpaiXCEOTO IBETA.

5 years./ 5 ner.

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

#1 on 25.04.2023 /

Cepus cooTBeTCTBYET TpeOOBaHHAM HOpMaTHBHOTO noxyMenta JIC-000255-160721,

H3menenne Nel or 25.04.2023,

Ali Ethemoglu

Quality Contybl Supervisor
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