CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIW3A

Name of Product/
Haumenosanue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasvep cepun

Date of Control / Jara ananusa

Manufacturing date / Mara
MPOH3BO/ACTBA

Expiry date /Iata okonuanus
¢POKA rOTHOCTH

TESTS / MOKA3ZATEJN

TEXARED, lyophilized powder for injection after reconstitution,
20 mg/

TEKCAPEA®, amoduanzar nas NPHUroTOBJCHHS PACTBOPA A9
HHBeKIHiE, 20 Mr

25A00691A

42.027,000

02.2025
01.2025

12.2027

[ o RESULTS /
SPECIFICATIONS / HOPMBI | _ PESVABTATH

| Appearance / Onmncanne

Yellow with greenish tint lyophilized powder, / |
JlnodunmzupoBansbii  mopowok  skentore ¢
| 3CMEHOBATEIM OTTCHKOM LBETa.

Comoplies / CooTsercTByeT

Identification / Mognuunocrs,

Tenoxicam by HPLC /
| Tenoxcuxam (BIKX)

The retention time of tenoxicam peak in the |

| chromatogram of test solution should cortespond
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
VIEPKUBAHHA OAKAa  TEHOKCHKaMa  ma
| XpoMaTorpaMMe HCHBITYEMOTO pacTsopa
JONKHO COOTBETCTROBATE BpEMEHH
YAEPKHBAHHSA MIKa  TEHOKCHKAMAa  Ha |
XpOMATOrpaMMe  CTAH/IAPTHOTO pacTBopa (cM. |

Complies / Coorsercrpyer

«PoncTBeHHBIE TIPIMECH), olpefencHue
| CAMHHYHBIX TpuMecell M cymMBl mpimMeceti
(254 Hm)). |

Tenoxicam by UV-

(V-
cnexmpogomomempuyeckuii)

UV absorption spectrum of the test solution |

spectrophotometry / Tenorcuxam | 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” ftest). / Y®-cnexrp
NOTNOMEHHS HCHBITYEMOTO pactBopa, | Complies / Cootsercrpyer
| NMPUTOTOBNEHHOTO st KOIMYECTBEHHOTO

ONIPENCNCHUA, B obmacTy or 230 M mo 400 am |

AOMKCH MMETE MAKCHMYMEI TIPH [JIHHAX BOIH

257 = 2um, 285 + 2HM ® 368 = 2 HM (cMm.

| «KommecteeRHOE onpencienye TCHOKCHKAMa ).
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIN3A

TESTS / MOKA3ATEJH

| Sodium 1 metﬁisu{f‘@
| Hampun memabucyavgpum

SPECIFICATIONS / HOPMbI | PE%%‘LI&TET’BI |
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 Sodiwm | |
metabisulfite” test. / Bpems YOCDKHBAHUA IIHMKa
| HATpwi Merabucyinbfura Ha Xxpomarorpamme |
MCIOBTYEMOTO pacTBopa TOIKHO
COOTBCTCTBOBATE BPEMEHH YAEPXHBAHWUA NHKA | |
HATPHL MeTalHCynbuIa Ha XpoMarorpamwme
CTAHIAPTHOTO pacTBopa {(cM. «KommuecTenHoe | |
ONpefenenne HaTpHs MeTabuCyTb(uTaY ).

Complies / Cootsercrayer |

]Tssolang time / Bpems
ACTBODEHHSA
| pacracp

iNot more than 60 seconds. / He Gomee 60 |
23 sec/ 23 cex
| CEeKYIIA.

Appearance of Reconstituted
| solution / Onucanne
BOCCTAHOB.JIEHHOI0 PACTBOPA

Solution clarity /
Ipospaunocts pacraopa

Solution Color /
| HBeTHOCTD pacTBopa

|
'pH

| Subvisible particles /
Heeudunmere yacmuym

Visible particles /
Buoumvie wacmuyr

| =10 pm particies/
HacTru pasmepom > 10 Mrm

=25 pum particles/
YacTr pasmepom > 25 MM

Particulate matter / Mexaunyeckne BKaIOYenng

| The product should dissolve completely without | |
of undissolved particles and visible particulate

| matter. The solution should be clear, / HMpenapar | |
JOITAKeH PacTBOPATEHCH TIOMHOCThIO ¢ | Complies / Coorgercrayer

| OTCYTCTBHCM ~ HCDAacTBODEHHBIX HacTHL, 0e3
BH/UIMBIX MEXaHUYECKHX BKIIQUEHMH. Pacteop |

I AOIIKEH ObITh PO3PaYHBIM.

| The product solution should be clear. / Pacrsop | C . '
omplies / CoorpercTByer |
npenapara 1o/ked ObITh HPO3PAYHEIM.

The product solution should not be more |
| intensively colored than the reference solution

GY1. / Crenens okpackn PacTBOpa npenapara He
‘ DOmKHA NpeBBIIATE oTanon GY).

| Complies / Cootsercrsyer |

750100 /0750 T00, 55 |
| Should be absent/ I[OEHH OTCYTCTBOBATh |_ Ab_sen t /O_TC}/T;}’IOT

| Not more than 6000/vial; / 39 /vial |
| He 6oaee 6000 ua dnaxon: | 39/ dutakon |
Not more than 600/vial., / 1/ vial

| He 6onee 600 Ha dnaxou. 1/ dnaxon |
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CERTIFICATE OF ANALYSIS / CEPTHO®UKAT AHAJIM3A

- TESTS/MOKA3ATEIH | SPECIFICATIONS / HOPMbI | RESULTS / B
- | PE3YJIBTATEI |
Related substances / Poxcrsennnie npHMecH |
2-aminopyridine / | Not more than 0.5 %; / He Gonee 0,5 %: <0.05 |
2-aMHHONPUTIH Not  detected / He |
| Individual unidentified impurity / Not more than 0.5 %; / He Gonee 0,5 %%; ofHapy:xeHa
EnpHnvunag

| HEHACHTAQUIHPOBAHHAS IPHMECE |

. .. <0.05
| Total impurities / Not more than 1.0 %. / He 6oxec 1,0 %. |
Cymma rmpumeceii
[ Uriformity of do?ge units / The AccepElce valie (AV) should be not more | AV=209 (n:10)_
OanopoaHocTs A03upoBanua than 15.0. / Tlokasarens npreMiieMocTH (AV) |
I AomxeH ObITh He Gosee 15,0. |
(Water Boxa | Notmore than 3.0 %. / He Gonse - 3,0%. I 0% |
mc_terial endotoxins / ' Not more than 11 EU/mg of tenoxicam. / | <0.128 EU/mg /
bakTeprannnbie 3O TOKCHHB! He 6onee 1 ED/Mr TeHokcHKaMa, < (L.128 ED/ mr
[ Sterilitg_f /CTepuibHOCTE | Should be sterile. / Jomxen 65rtn CTEPHALHEIM. | Sterile / Crepunen 1
Assay / KeanyecTennoe onpexcaenne
| Tenoxicam / Tenoxcuxam 90.0% to 110.0% of Cp3H; 1IN:(0;8; (tenoxicam)-l_ |
of label claim. / Or 90,0% no 110,0% 100.2 %
| CizsH1N:048; (TCHOKCHKAM) OT HOMHHANBLHOTO e
ComepKaHu. |
| Sodium metabisulfite / | 85.0% 10 110.0% of Sodium metabisulfite of the | '
Hampun memabucyavpum label claim. / Or 85,0 % no 110,0 % warpus 100.0 % |
MeTabucyihdura oT HOMMHAIILHOTO e
| COASPKAHHA. |
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CERTIFICATE OF ANALYSIS / CEPTHO®UKAT AHAJIU3A

|_TESTS/TOKA3ATEH | __SPECIFICATIONS / HOPMBI | __ RESULTS/PE3YJLTATEI ]

| Package_/Ynalmmca Primary package Primary package |

20 mg of the tenoxicam in a colorless | 20 mg of the tenoxicam in a colorless
|glass vial type 1 stoppered with a glass vial type 1 stoppered with a
| bromobutyl rubber stopper, crimped | bromobutyl rubber stopper, crimped|
| with aluminum flip-off seal with a with aluminum flip-off seal with a

| plastic disk over an aluminum cap. / plastic disk over an aluminum cap. / |
| Hepprruas y nakoska | Hepprnag vmakosxa
| ITo 20 Mr Tenokchkama Bo @rakon w3 | [To 20 Mr TeHokcHkama BoO drakon u3
6ecLBeTHOTO CTeKna THIT I, | 6ecuserroro CTeKsIa THIT 1,
YKYIIOPEHHEIH MpoDKO us3

YEYNOpeHHbiii npodkoit u3 |
OpoMOYTHIOBOIT  pesHHBL,  oGxkaTol OpomMOYTHNOBOH  pesmHbl,  ofkaToii
| ALIOMMIHEBEIM KONMAYKOM C KOHTPO/IEM | AMIOMHHHEBEIM KOMTIAYKOM ¢ KOHTpoJeM
I TICPBOTO  BCKPBITHA M TUIACTMKOBBIM | IIEPBOro BCKPEITHS M  TUIACTHKOBBIM |
JHCKOM MOBREPX ATIOMHHHEBOTO | QWCKOM noBepx ATIOMUHUEBOTO
L e Kommauka, | KOonmavka,
Shelf-life/ Cpok romnocrn _i_3 years. /3 roma.

e - - ———————

' KIT/ KOMILIEKT

- TESTS /IOKASATEJM | SPECIFICATIONS / HOPMbI | RESULTS/PE3VIBTATH |
| Kit package / V¥Ynaxosia | Secondary package | Sccondary package
KOMILIEKTA 3 vials with the medical product and 3 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
| I cassette with the patient information | pack. /

leaflet in a carton pack. / |

| ampoules with the solvent in a polyvinyl |
chloride cassette,

| Bropuytas ymakoska

Mo 3 ¢nakona ¢ mpemapatom n 3|
| [To 3 ¢nmakona ¢ npemaparom u 3 | aMUYJBI ¢ PACTBOPHTENEM NOMEIIAOT B
aMIYNET ¢ PACTBOPHTE/IEM MOMEIAKOT B | KacceTy M3 NONHBHHHNXIOpHOA. 1

| Bropuusas ynaxkosxa

KacceTy W3 NONMBHHHNIXIOPHIA. KacceTy BMeECTe ¢ HHCTpyKumel Mo
. OpuMeHeH HoMe T B Nauk
1 xaccery Bmecte ¢ MHCTpykumeii mno KEI: o szo Hao Y |
| .
UPHMEHEHMI0  NOMEIUAT B  MadKy PrOHHY .
| KapTOHHYIO. |
| . —— ——————|
Labeling/ Mapkuposka | According to the ND. / B cootseTcrauu Complies as prescribed / CootBetcrayer
| C HOPMATHBHOH TOKyMeHTaIMeE}. TpeGoBaHHaM ‘
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

r'KitsTmnge / For confizuration with 3 filied vials and 3 ampoules with a solvent in a cassette:

XpaHeHHe KOMILAeKTA | ‘
|

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

| [ns yrakosku mo 3 thnakoHa ¢ npenapatom u 3 aMIT} JIbI C [ACTBOHTENIEM B
Kaccere:

mavke) py TeMneparype He Boare 25 °C.
| 3years. The kit shelf-life is determined by the shelflife of the medical product for |
human use. / 3 roaa. CpoK roIHoCTH KOMIUIeKTa ONPEAENsiCTCs CPOKOM IO IHOCTH |

JIEKAPCTREHHOIQ [penapara 411 MeOHIIHHCKOT o TIPHMEHCHHS.
- |

B opurunanenoii ynakoske (drakonsr ¢ TNIPETAPATOM M aMITyJIbl C PACTBOPHTENEM B ‘

Cpox rogRocTH KomnaekTa

Assessment: / 3akmouenne:  The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /
Cepus cootseTcTRyeT Tpefosannsm HOPMATHBHOTO foKymenTa JIC-000295-
160721, U3amenenune Nel ot 25.04.2023.

Elnanﬁ INN) / nanmenoranne ADGC (MHH): | __Tenoxicam / Tenoxchkam —!
API manufacturer batch number / ' 92003424
Homep cepun npoussognrens ADC:

| FP Manufacturer API Batch number / | 24116304
Homep cepnu cySeranunn npomspoauTens I'J1dD; i

| APT Manufactured by & country / | Edmond Pharma S.r.L., Ttaly /
Npomssoaurent, ADC, ¢TpaHa: | Samonn dapma, C.p.J1., Uramms

Quality Control Supervisor

EM% KAM‘QLQC\

%ﬁ“@@ﬁ%olb’
& gt "
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®
CRGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

Name of Product/
Hakmenoranue npenaparta

Batch no./ Homep cepuH

Amount of product per batch / Pasmep

cepuH

Date of Control / /IaTa anaansa

Manufacturing date / laTa npoH3BoacTBa

Expiry date /JaTa oKoHYaHHA CPOKA

TOAHOCTH

Water for injections (solvent) /

Boaa 1na NMHBeKUMH {(pacTBOPHTE/D)

42D3
89434

07/2024
04/2024
03/2029

Water for injections (solvent) / Boxa a1 nanexuuii (pacTeopurens)

- Description /Onucanne

Visible particies /
Budumvie vacmuysr

TESTS / IOKA3ATEJINR |

Particulate matter / MexaHH4YecCKH¢ BRAKYEHHA

| SPECIFICATIONS / HOPMbI

| Clear, colourless liquid without odor. /
Mpospaunan GecuseTHad KUAKOCTE Oe3
3anaxa.

Complies / CooTeeTcTBYET

Should be absent. / JIomKHEI OTCYTCTBOBATh.

Absent / OreyTeTBYIOT

Sub visible particles /
Heeuoumvre uacmuybl

>10 pm particles /

yacTHII pasmepoM > 10 MKM

=25 um particles /
YACTHIL PA3MEPOM > 25 MKM

Acidity and alkalinity /
KHCJOTHOCTE M 1Ee/I09HOCTE

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

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

15

Test sample should pass the test. /
HcenpiTyemeiii obpa3zer] HoikeH BhIEPKUBATh
WCTIEITAHUE.

Reducing substances /
Boccranagnusawinne
BEIECTBA

Test sample should pass the test. /
HcnelTyeMeii obpaser JJONKEH BbIIEPHKHBATE
HCTBITAHHE,

Complies / CooTBeTcTBYET

Complies / CooTReTCTRYET

Carbon dioxide
Yraepoma AHOKcH]

Chlorides/ Xaopnae:

" Nitrates and Nitrites/

HuTpaThl 1 HHTPHTH

No turbidity should be observed within 1 hour.

/ He pomkHo GpIThL MTOMYTHEHHA B TEUSHHE
1 "gaca.

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

Complies / COOTBETCTBYCT

i <0.5ppm

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

<0.00002% (<0.2 ppm)

|. Sulphates / Cyabgarni

No turbidity should occur within not less than
1 h./ B Teuenue He MeHee 1 Taca He AOKHO
HABIFONATECA TIOMYTHEHHE.

Complies / CooTBETCTBYCT

Ammonium / AMMonrnii

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

<0.6 ppm

RESULTS / PE3YJIBTATHL |
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®
X GENSENT

CERTIFICATE OF ANALYSIS / CEPTUH®HKAT AHAJIU3A

TESTS / ITOKA3ATEJINA

SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATHI

Calcium and magnesium /
Kanbumii n Maraui

Heavy metals/ Tsxesbie
MEeTAJLIBI

| Not more than 0.00001 % (0.1 ppm). /

Pure blue color should be observed (without a Complies / CooTBeTcTBYET
violet hue). / Jomxrno Habn0AaTECS YHCTO
cuHee oxpalnuBanye {6e3 guonerosoro

OTTEHK&).

<0.00001% (<0.1ppm)
He 6oaee 0,00001 % (0,1 ppm).

Residue after evaporation /
Cyxoii ocTaTok

Conductivity /
DNeKTPONPOBOAHOCTL

Extractable volume /
H3saexaemblii 006beM

Bacterial endotoxins /
BakTepuansHble 3HA0TOKCHHBI

Sterility / CTepaabHOCTB

| Should be sterile. / Tomkra GBITH CTEPHIBHOM.

Not more than 0.004%. / He donee 0,004%. 0.000 %
Not more than 25 pS/em. / 7 uS/em./
He Gonee 25 MeCMm/cM. 7 MECM/cM.
Not less than label claim (not less than 2 ml}). / 2ml/

He Menee HOMHHAIBAOTO (He MeHee 2 Mi). 2 mMn

Not more than 0.25 EU/mL of water for <(0.25EU/mL/
injections. / He 6ousee 0,25 ED/mi Bosb! 1714 <0.25E2/mMn

HHECKITHH.

Sterile / CtepunsHo.

. Packaging / ¥Ynakoeka

Shelf-life / Cpox ronnoctn

Assessment: / 3axJHOUCHNAS:

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 | with an orange | injections) in a colorless glass

one-point-cut at the top of the ampule. /| ampule type I with an orange one-

Tlepprunas ynaxoBKa ' point-cut at the top of the ampule. /

Tlo 2 mn pacTBOpHTEs (BOAA NN HHBEKIMIL) B | [TepBHYHad Y TIAKOBKA

amnyny u3 GecupetHoro crekna, tin [ Ha | ITo 2 ma pacteopurens (Boaa s

HAHECEHA TOYKA | HHBCKIMH) B aMIyoy — M3
OeciserHoro crekna, tun 1. Ha
BepXHel HacTH aMMy/ibl HAHECEeHa
TOUKA [a3710Ma OaHXKEBOIO LIBETA.

BepXHell UYacTH aMMyIbl
paznoMa OpamKeBOro UBeTa.

5 years. / 5 ner.

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

CepHsa COOTBETCTBYET TpeGOBAHHSIM HOPMATHBHOTO JokyMenTa JIC-000295-160721,
Hamenenne Nel ot 25.04.2023.

Ali Ethemoglu

Quality Confrol Supervisor




K
GENSENT

CERTIFICATE OF ANALYSIS / CEPTUHOUKAT AHAJIM3A

Name of Product/ :  Water for injections (solvent) /
HanmeHoBaHHe MpenapaTa Bojaa ana HHBeKOHH (PacTBOPHTE/ID)
Batch no./ Homep cepun ;o 42D4

Amount of product per batch / Pazmep ;88984

cepHH

Date of Control / laTa anainza ;072024

Manufacturing date / lara nponssogerea @ 04/2024

Expiry date //lara oxOHYAHHA CPOKA : 03/2029

TOOHOCTH

Water for injections (solvent) / Boaa st HHbeKIHIT (PaCTBOPHTEND)

RESULTS / PE3Y.JIbTATbBI

TESTS /IIOKA3ATEJNX |  SPECIFICATIONS/HOPMbI
Description /Onucanne | Clear, colourless liquid without odor. /
TIpospavnas HecliBeTHAA KHIKOCTE 03
| 3amaxa.

Particulate matter / MexaHHYecKHe BKJANYeHH

| Visible particles / Should be absent. / JIomKHLI QTCYTCTBOBATE.
Budumvre uacmuyo

Complies / CooTeTcTBYET

Absent / OTcyTCTBYIOT

Sub visible particles /
Hegudumvie vacmuypl

=10 pm particles / Not more than 6000 particles per ampoule; /
gactan pasMepoyM > 10 mxm | He Gonee 6000 va ammyny;

=25 pm particles / Not more than 600 particles per ampoule. /
yacTHl pasmepoM > 25 MrM | He Gonee 600 ra ammysry.

21

Acidity and alkalinity / Test sample should pass the test. / Complies / CoorBeTCTBYET
KrcnoTHOCTE H IIeNOYEHOCTE Henpiryemeiii obpazel DOMKEN BEICKUBATE

HCIIBITGHHMC.

' Reducing substances / Test sample should pass the test. / Complies / CooTBETCTBYET

BoccTanasausalomme HenpiTyeMEl odpasell JOTKEH BELICDKUBATE
BeLIeCTBA HCTIBITAHKE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET T
Yraepoga JHOKCHI / He qomxHO OLITH TIOMYTHEHHA B TEYEHUE

1 gaca.
Chlorides/ XaopHas! Not more than 0.5 ppm. / He 6onee 0,5 ppm. <0.5ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
HuTpaThl H HHTPHTBI He 6onee 6,00002 % (0,2 ppm).
Sulphates / CyanhaTel No turbidity should occur within not less than N Complies / CooTBeTcTBYET

1 h. / B TeueHue He MeHee | yaca He JOMKHO
HabmoaaThea MOMYTHCHHC,

Ammonium / AMMOHHE

"Not more than 0.6 ppm. / He doree 0,6 ppm.

<0.6 ppm
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EGENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

| TESTS / NIOKA3SATEJH

SPECIFICATIONS / HOPMBI

RESULTS /PE3YJbBTATBI

Calcium and magnesium /
Kaapunii ¥ Marani

Pure blue color should be observed (without a
violet hue). / HomxHo Habai0aaTECs YHCTO
cHHeE oxpaniueaHie (6e3 ¢uoneTroBoro
OTTEHKa).

Complies / CootBeTcTBYET

Heavy metals/ Tsoxensie
MeTaLJIbI

Not more than 0.0000} % (0.1 ppm). /
He Goee 0,00001 % (0,1 ppm).

<0.00001% (<0.1ppm)

Residue after evaporation /
Cyxoii ocraTok

Conductivity /
J1eKTPONPOBOAHOCTE

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

| Not more than 25 pS/em. /
He domnee 25 MKkCMm/cM,

Extractable volume /
HN3paekaemMurii 00beM

| Bacterial endotoxins /
BakTepHaabLHbIC HI0TOKCHHD

Not less than label claim (not less than 2 ml). /
He MeHee HOMUHANEHOTO (HE MeHee 2 MA).

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/mn Bonsl s
HHBEKIHH.

0.000 %

7 uS/em./
7 MxCwm/cm.

2ml/
2 M1

= <0.25EU/mL/

<025 E3/Mn

Sterility / CTepHILHOCTE

Should be sterile. / JomkHa GeITE CTEPHIBHOMH.

Sterile / CtepuiisHo,

'Packaging / ¥YnaxoBKa

Shelf-life / Cpok roanoctH

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. /
ITepBHUuHAA Y DaKOBKA

ITo 2 Mn pacTeopuTens (BoOa IS MHBEKIHHA) B
amoyny w3 Oecusernoro crekma, tin I Ha
BepxHell 4YacTH aMITyJLl HaHECEHa TouKa
pazaoMa OpamKeBoro LBETd.

G years. / 5 JieT.

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. /
TTepeHuHAadA 4 IaKOBKA

Ilo 2 M pacreopurens (BoZa oA
HHBEKLHH) B aMITyIry M3
Cecretroro crekia, THm J. Ha
BEPXHEH 4acTW aMITylbl HaHeceHa
TOYKA [ra3lioMa OPaHXeBOro [[BETA.

Assessment: / 3akioueHue:

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

#1 on 25.04.2023 /

Cepus COOTBETCTBYET TpeGoBaHusaM HOpMaTHBHOTO AokymenTa JIC-000295-160721,

H3menenue Nel ot 25.04.2023.

Ali Ethemoglu

Quality Conjrol Supervisor
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