S GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIU3A

Name of Product/
HaumenoBatine npenapara

Batch no./ Homep cepuu

Amount of product per batch /
Pazmep cepun

Date of Control / Jara ananansa

Manufacturing date / lata
NpPOH3IBOACTBA

Expiry date /data oxon4anHs
CPOKA rOAHOCTH

TESTS / TIOKA3ATEJIA

| Appearance / Onucanne

Identification / HoanuHHoCTB

Tenoxicam by HPLC/
Tenoxcuram (BIKX)
|

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

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPE®, nuodnansaT 4,15 NPHTOTOBAECHHS PAacTBOPa 4714

HABLeKUH, 20 Mr
22L17521A
41.210,000

12.2022
11.2022

10,2025

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJBTATHI |

Yellow with greenish tint lyophilized powder. /
JInomiIH3HPOBAHHBIH ITOPOLIOK KENTOro ¢
3€IIEHOBATHIM OTTCHKOM IIBETa.

Complies / CooTBeTCTBYET

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 om)). / Bpemsa
yAepKMBAHWA ~ THKA ~ TEHOKCHMKama  Ha
XPOMaTOrpamMme HCTIBITYEMOTO pacTBopa
JOIGKHO COOTBETCTBOBATh BpeMeHH
yAEpAKMBAHMA ~ TIHKA ~ TEHOKCHMKaMa  Ha
XpOMAaTOrpaMMe CTAHZaPTHOTO pacTBopa (CM.
«PoncTREHHBIE NPUMECH), oTIpeaceH e
GNVHMYHBIX TpHAMEcel ¥ CyMMBl TIpHMEceH
(254 M)

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 am (see
“Assay of Tenoxicam™ test). / VY®-crnektp
HOLIOUIEHAS HCIILITYEMOTO pacTBopa,
MPHTOTOBIEHHOTO A KOJNHYECTREHHOTO

onpe/cieHad, B obnacTa or 230 um o 400 HM
JOKeH WMETh MAKCHEMYMbl IpM JIHHAX BOJH
257 + 2HM, 285 + 2uM u 368 £ 2HM (oM.

«KonuuecteHHOE OINpeneicHHe TCHOKCPIKB.MB.))).

Complies / CooTBeTcTByeT

Complies / CooTaeTcTByeT
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Q9
RS GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIM3A

TESTS / TIOKA3ATEJIH

SPECIFICATIONS / HOPMbI

~ Sodium metabisulfite /
Hampua memabucyteum

Dissolving time / Bpems
PACTBOPEHHS

Appearance of Reconstituted
solution / Onucanne
BOCCTAHORJIEHHOT0 PACTBOPA

obtained in the chromatogram of the fest 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 yAep:xuBaHus MHKa
parpusd MerabucyNe(OUTa Ha XpoMmarorpaMme
HCTIBITYEMOTO pacTBopa JIOJKHO
COOTBETCTROBATh BPEeMGHM YIEP:KHBAHMA IHKA
patpuA MerabHCyNE(OHTa Ha XpOMATOTpaMMe
cTagmapTHore pacrsopa (cM. «KonpuecrseHHOE
OUpCAETEHHE HATPHSA MCTAOUCYIB(HTaY ).

| 'Not more than 60 seconds. / He Gomee 60
CeKyH.

The retention time of Sodium metabisutfite peak

RESULTS/
PE3YJbTAThI

Complies / CooTBeTCTBYET

29 sec /29 cex

The product should dissolve completely without

of undissolved particles and visible particulate
matter. The solution should be clear. / Ilpemapar
IDOIKEH PacTBOPATHCA NMONHOCTEI0 c
OTCYTCTBHEM HEPACTBOPSHHBIX dacTuil, 0es
BU/IMMBIX MEXaHHUYECKMX BKIIOUEHHH. PacTBop
AOIKEH OhIThH MPO3pavHbIM.

| Complies / CooTBETCTBYET

" Solution clarity /
IMpo3patnocTs pacTBOpa

Solution Color /
I peTHOCTHL pacTBOpa

=
pH

The product solution should be clear. / Pactop
npenapara noJbkeH OBITh IPO3PauHbIM.

| The product solution should not be more

intensively colored than the reference sclution
GY ./ CTencHs OKpacKH pacTBOpa Npenapara He
JIOIDKHA TIpeBEIIaTs >Tanod GYi.

17510 10.0. /01 7,5 10 10,0.

Particulate matter / MexaHHYe¢CKHEe BKAIOYEHHA

Visible particles /
Buoumwie yacmuybl

Subvisible particles /
Hesudumste yacmuywl

>10 pm particles/
Yactun pasMepom = 10 MM

>25 pm particles/

YacTan pa3sMepoM = 25 MKM

Should be absent/ JIomKHBL OTCYTCTBOBATh

Not more than 6000/vial; /
He Gonee 6000 ua duakon;

Not more than 600/vial. /
He Gonee 600 na aaxon.

L ———

Complies / CooTeeTCTBYET

Complies / CooTBeTcTBYET

9.0

Absent /OtcyTCTBYIOT

33/ vial
33 / dnaxon

1/ vial
1 / pmaxon
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Q9
EXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

! TESTS / IOKA3ATEJH

| SPECIFICATIONS / HOPMbI

] RESULTS / PE3YJBTATBI

| Related substances / PoacTeeHHbIE IpHMeCcH

2-amih0pyn'dine /
2-aMHHOTIHPHINH
Individual unidentified impurity /

Ennnnunas
HeUAECHTH(HMITHPOBaHHAA PUMECE

Total impurities /
CyMMa npumMecel

Uniformity of dosage units /
OaHoponHOCTL AV3HPOBARNA

Water /Bona

Bacterial endotoxins /
BakrepHansHbIe IHI0TOKCHHBI

Sterility /CTepribHOCTE

Tenoxicam / Tenoxkcuram

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

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

Not more than 1.0 %. / e Gonec 1,0 %.

more than  15.0. /  Tlokaszatenr
npremnemMoctd (AV) momkeH OHTB He
Homee 15,0.

The Acceptance value (AV) should be not

Below LOQ (LOQ = 0.05%)/ |
Himxe peoena KOIIHYECTBCHHOT'O
onpeneneHns (TTKO = 0.05 %)

0.1%

0.1%
AV=2.0 (n=10)

Not more than 3.0 %. / He Gonee 3.0 %.

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

0.8%

<0.128 EU/mg /
<0.128 EQ/ Mr

Assay / KoaxuecTBeHHOE onpeneicHHe

Should be sterile. / Homken OvITh Sterile / Crepuren
CTEPHIILHBIM.
00.0% to 110.0% of CiHN;O48; |

(tenoxicam) of label claim. / Ot 90,0 % mo
110,0 % Ci3H1N304S; (TeHoKcHKaM) oT
HOMHHAILHOTO COJICPKaHHA.

Sodium metabisulfite /
Hampus memabucyasthum

1'85.0% to 110.0% of Sodium metabisulfite

of the label claim. / Ot 85,0 % mo 110,0 %
HaTpHa MeTabucyRbGUTa OT HOMHHAIBHOTO
COjlepKaHHA.

97.2%

99.1 %
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S GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUO®HKAT AHAJIU3A

TESTS / HOKA3ZATEJIH

! Package / YnakoBKa

 Shelf-life/ Cpok roaHocTH

SPECIFICATIONS / HOPMBIL -

RESULTS / PE3YJIBTAThI

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. /
IlepBHyHAd VITAKOBKA

[lo 20 Mr TeHoKCHKaMa BO (MIAKOH W3

GecIBeTHOTO cTeKsa THIT 1,
YKYIIOPEHHEIH npodkoii W3
OpomOyruioBofi  pesnHbl,  oOxkaTod

ANHOMHAHHACBLIM KOJIMMAYKOM € KOHTPONEM
NEPBOTC BCKPRITHA H TIACTHKOBBIM

TESTS / IOKA3SATEJIA

SPECIFICATIONS / HOPMBI

JTHCKOM TOBEPX ANFOMHHHEBOTO
| KOINauKa.
3 years. / 3 Toga.
KIT / KOMILUIEKT

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. /
ITeppiHas Y IaKoBKa

Tlo 20 Mr TeHOKcHKaMa BO (UIakoH H3

DeciBeTHOTO CTEeKNa THI 1,
YKYOpPESHHEIH npobKoi u3
6poMOyTHNOBON  pe3suHbl,  0OXaTOM

AJTFOMHAHHERBIM KOJIMAIKOM ¢ KOHTPOJIEM
1epBOre¢ BCKPBRITHS W [NACTHKOBLIM

IHCKOM HOBer ANIOMHHHUEBOTO
KOJInayga. _ |
RESULTS / PE3YJIBTATDHI

' Kit package / YnakoBka
KOMILIEKTA

Secondary package

1 vial with the medical product and 1
ampoule with the solvent in a polyvinyl
chloride cassette.

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. /

BTopiuHas vIIAKOBKAa

ITo 1 ¢nakony c mnpenapaToM H |
aMITyJie ¢ PACTBOPHTENEM MOMEMIAOT B
KACCETY K3 IONHBHEHIXIIOPHIL.

Mo 3 dumakona ¢ mnpemaparoM H 3
aMIyJIBl ¢ PACTBOPHTENEM HIOMEMIAIOT B |
KACCETY M3 MONHBUHHIXIIOPHAA.

1 kaccery BMecTe € HHCTIPYKLMEH IO
OPUMEHEHUI) IIOMEIAIOT B MadKy

KapTOHHYIO.

Secondary package

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassetie. 1 cassette with the
patient information leaflet in a carton
pack./

Bropuuynas y1IaKOBKa

o 3 dmakona ¢ npenapatoM u 3
aMITYNBl ¢ PACTBOPUTENEM TIOMEILAIOT B

KacceTy W3 TOMHBHHUINIOpHAA. 1
KacceTy BMeCTe ¢ HMHCTpyKuuel no
NPUMEHEHHI0 [OMENIAIOT B MavKy
KapTOHHYIO.
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€S
CXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

' Labeling/ MapxupoBka

According to the ND. / B coorserctsun | Complies as prescribed / CooTeTcTBYET

¢ HOpPMaTHBHOM TOKyMeHTaruel. TpeGoBaHHAM

Kit storage /
XpaHeHHe KOMILIEKTA

For configpuration with 1 filled vial and 1 ampoule with a solvent in a cassette:

In the original packaging (a vial with medical product and an ampoule with solvent
in the carton), at temperature below 25 °C. /

JIng ynaxkoBKH No | GIaKoHy ¢ mMpenaparoM H | amiyne ¢ pACTBOPHTENICM B
KacceTe:

B opuruHanbHoit ynakoBke ((MaxoH ¢ NpenapaToM U aMInyJia ¢ paCTBOPHTENEM B
nayke) [y TeMeparype He seiie 25 °C.

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. /

JLna vrakosky 0o 3 (inakoHa ¢ IPENApaToM M 3 aMIyJIbl ¢ DACTBOPHTENEM B
Kaccere:

B opuruHajsHoil ymakoBke (GIakoHsl ¢ IIPenapaToM U aMIlyllbl ¢ PaCTBOPUTENEM B
nayvxe) NpH TeMoeparype He semme 235 °C.

Kit shelf life /
CpoX rogHOCTH KOMILIEKTA

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roaa. Cpok rofHOCTH KOMILIEKTa ONPEEIsSeTCsl CPOKOM TO{HOCTH
JIeKapCTBEHHOFO NPETapaTa A METHIMHCKOTO IPUMEHEeHM s,

Assessment: / 3aKI04eHHE!

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus coOTBETCTRYeT TPEGOBAHHAM HOpMaTHBHOTO okymenTa JIC-000295-160721.

H. MEHVES TURKEL

"

(A
IO GENSENTA

@@ 'llag ﬁ?T?%Y%ﬂEt AS.
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®
GENSENTH

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/ :  Water for injections (solvent) /
HaumeHoBaHHe npenaparTa Bojga ans aubeKUHiA (PacTEOPHTEND)
Batch no./ Homep cepun :  22HS

Amount of product per batch / Pazmep 1 950081

cepum

Date of Control / Jara anaam3a . 1072022

Manufacturing date / {ara npoussogaetea :  08/2022

Expiry date /daTa oKoHYANHSE CPOKA . 0722027

TOAHOCTH

Water for injections (solvent) / Boaa juis HHBbeknuil (pacTBOpHTENR)

TESTS / IIOKA3ATEJIH | SPECIFICATIONS / HOPMBI RESULTS / PE3YJBLTATHI
Description /Onucanue Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET
[poapauHad GecripeTHas XKUIKOCTh 6e3
3amaxa.

Particulate matter / Mexanndecxkne BKIIOYeHHS
| Visible particles / Should be absent. / JIoyKHbI OTCYTCTBOBAT. Absent / OTCYTCTBYROT
Buoumele yvacmuyol

I —
| Sub visible particles /
Hegudumsre yvacmuiyb

>10 pm particles / Not more than 6000 particles per ampoule; / 1
yacTul pasMepoM > 10 mxm | He Gonee 6000 na ammyiy;
=25 um particles / Not more than 600 particles per ampoule. / 0
yacTHU pasmepod = 25 MeM | He 6onee 600 Ha aMmyiny,
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTRYCT |
KnceM0THOCTE H IIE104YHOCTD HeneiTyemsbiit o6pasen JOMHKEH BBUICKUBATE
HCTIBITAHHAE.
Reducing substances / Test sample should pass the test. / ' Complies / CoorsercTByer
BoccraHaBuBawmme Hcnerryemeiii 0bpasel oKEH BRIIEPKHBATE
BelleCcTBa | MCHIBITAHHE.
Carbon dioxide |'No turbidity should be observed within 1 hour. . Complies / CooTReTCTBYET
Yraepona nHOKCH / He nomxso ObiTh MOMYTHEHHA B TEUCHHE
1 gaca.
Chlorides/ Xaopuani Not more than 0.5 ppm. / He Gonee 0,5 i)pm. <0.5 ppm
' Nitrates and Nitrites/ | Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
Hurparsl © HUTPHTLI | He Gonee 0,00002 % (0,2 ppm).
| Sulphates / Cyabdat No turbidity should occur within not less than Complies / CooTBeTcTBYET
1 h. / B TeueHue He MeHee 1 waca He JODKHO
HAOMIONATECA TIOMYTHEHHE,
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®
BGENSENTI

CERTIFICATE OF ANALYSIS / CEPTH®HNKAT AHAJIM3A

TESTS / TIOKA3ATEJIMA
Ammonium / AMMoOHHH

" Calcium and magnesium /
Kannumit m marnnii

Heavy metals/ Taxxennie
METAJLIbI

SPECIFICATIONS / HOPMbL

RESULTS / PE3YJIBTATHI

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

<0.6 ppm

| Pure blue color should be observed (without a

violet hue). / JlomkHO HABMIOAATECA YUCTO
cHHee okpamnuBanie (Oe3 hroneToBoro
OTTEHKa).

Complies / CooTBercTBYET

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

' Residue after evaporation /
Cyxoii ocTaTor

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

<0.00001 % (<0.1 ppm)

0.000 %

Conductivity /
INeKTPONPOBOAHOCTD

Extractable volume /
H3paekaeMeulii 06beM

! Not more than 25 uS/cm. /
He 6onee 25 MKCM/cM.

7 uS/em./
7 MrCm/cm.

| Not less than label claim (not less than 2 ml). /

He MeHee HOMHHAIEHOTO (HE MeHee 2 M)

2ml/
2 MI

Bacterial endotoxins /
BakTepHanbHble JHA0TOKCHHDI

Sterility / CTepuibHOCTE

Packaging / YnakoBka

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/Mn Boapl ans
UHBbEKILHA.

Should be sterile. / JomxHa OBITE CTEPHIBHOI,

| 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. /
TlepBHYHaA Y IAKOBKA

To 2 Mn pacTBopurens (BoAa /Uis HHBEKIWH) B
ammyny W3 OecuperHoro crekna, tun I Ha
BEPXHEH HacTH amIyNhl HaHEeCeHa TOYKa
pazioMa OpamKeBOro IBETa.

Shelf-life / Cpok roanocTH

Assessment: / 3akmouenye:

5years./5 ner.

<0.25 EU/mL/
<025 ED/ mn

Sterile / CrepinbHo.

| TOYKa pa3ioMa OpaHKCBOI0 IIBETA.

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. /
[NepBHuHad y IAKOBKA

Mo 2 Mn pacrBopurens (Boma Wit
WHBCKIMA) B aAMITYITY iic]
Oecupernoro crekna, tHm I Ha
BepXHel YacTH aMIyJibl HaHeceHa

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus COOTBETCTRYET TPpebOBaHHAM HOpPMATHBHOrO AokymenTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor

0 EASENTA
= Eﬁvﬁ?f‘% po Tt A9
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®
RGENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJHU3A

Name of Product/
HanmenoBanue npenapara

Batch no./ Homep cepun

Amount of product per batch / Pasmep
cepHH

Date of Control / JIaTa anannza
Manufacturing date / Jlata npon3BoacTea

Expiry date /[laTa 0KOH4Y3HHS CPOKA
TOJHOCTH

Water for injections (solvent) /
Boja ana uHbeKOUi (PACcTBOPHUTEb)

22H9
90008

10/2022
08/2022
07/2027

Water for injections (solvent) / Boga nas nHbeKumii (pacTBopHTENb)

TESTS / TIOKAJATEJIHA
Description /Onucanne

SPECIFICATIONS f HOPMbI
Clear, colourless liquid without odor. /
IMpospaynas OecuBeTHAd JKUOKOCTE 683

RESULTS / PE3YJIBTATHI |
Complies / CooTBeTcTBYET ‘

Particulate matter / Mexannyeckue BRI EHHA

3amaxa.

YaCTHI, pasMepoM = 25 mxm | He Donee 600 Ha ammmymy.

| Acidity and alkalinity /
KucsiorHOCTL R meJOUYHOCTh

Visible particles / Should be absent. / JTomKHBl OTCYTCTBOBATE. Absent / OTcyTCTBYIOT
Buoumsie uacmuysi
Sub visible particles / o - o
Hegudumore vacmuyo

=10 pm particles / Not more than 6000 particles per ampoule; / 1

yactur pasMepou > 10 MM | He Donee 6000 na amnyny;

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

Test sample should pass the test. /

Complies / CooTBEeTCTBYET

Reducing substances /
BoccranaeauBaromse
BellecTBA

HcrneityeMbiil 00pazen AOMAeH BEACKHBATE
KCHBITAHAE.

| Test sample should pass the test. /

Hcnpiryemiii oOpazell JoIKEeH BELISPHKHBATD
HCIEBITaHKe.

" Carbon dioxide
Yriaepoaa AHOKCHS

No turbidity should be observed within 1 hour.
/ He gomHO ObITE MOMYTHEHHI B TEUCHHE
1 gaca.

I—Chloridesl Xaopuast

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

| Nitrates and Nitrites/
Hurparsl H HHTPHTEI

SElph_ates / Cynndarsl

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

No turbidity should occur within not less than B

1 h. / B Teucune He Menee 1 yaca He JOKHO
HabN0IATEC IOMYTHCHUE,

Complies / CooTBeTcTBYET

Complies / CooTBeTCTRYET

<0.5 ppm

<0.00002% (<0.2 ppm)

‘Complies / CooTgercTRYeT
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GENSENT

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIN3A

| TESTS / ITOKA3ZATEJHA
Ammonium / AMMoHRIi

Calcium and magnesium /
Kanbnnii v marumii

Heavy metals/ Tsxeasie
MEeTaJbl

SPECIFICATIONS / HOPMBI

RESULTS /PE3YJIBTATHI

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

| Pure blue color should be observed (without a

violet hue). / JlomkHo HabMIOOATHECA YUCTO
cHHee okpammsanie (6e3 dHoaeTOBOIO
OTTEHKR).

<0.6 ppm

Complies / CooTBeTcTBYET

Not more than 0.00001 % (0.1 ppm). /
He Gonee 0,00007 % (0,1 ppm).

Residue after evaporation /
Cyxoii ocTaTok

Conductivity /
DAeKTPOIIPOBOIHOCTL

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

<0.00001 % (<0.1 ppm)

0.001 %

Not more than 25 pS/em. /
He Gosnice 25 mxCum/cM.

Extractable volume /
HzpiaexaeMbld 00nem

Not less than label claim (not less than 2 ml). /
He mMeHee HOMHHANBHOTO (HEe MeHes 2 MJT).

8 uS/cm./
8 MKCM/cM.

2ml/
2 M

Bacterial endotoxins /
BakrTepnaibHble 3JHI0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ED/mn Bogs! ans
HHBEKLWE,

Sterility / CTepHJbHOCTE

Should be sterile. / Jlon:kHa OBITE CTEPHIBHOH.

Packaging / YraxoBka

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. /

[TepBuubai ¥ 1akoBKa

e 2 Mn pacTBopHTens (Booa O MHBEKIIHE) B
ammyay w3 OecuseTHoro crekna, THn I Ha
HaHeceHa TOUKa

BEpXHEH YacTH aMITylbl
pa3noMa opamKeBoro UBeTa.

[ Primary package

Shelf-life / Cpox rognocTn

5 years. / 5 ner.

Assessment: / 3akiodyeHne:

<(0.25EU/mL/
<0.25ED /M

Sterile / CrepuarHo.

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. /
TlepBuyHad v IaKOBKa

ITo 2 Mn pactsopuTena (Boma 1A
HHBEKUHH) B aMIOyly W3
Oecupernoro crekna, tan [ Ha
BEPXHell UacTH aMITybl HaHeceHa
TOUKA PANIOMA OPAHMKEBOIO LIBETA.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus COOTBETCTBYET TpeOGOBaHIAM HopMaTHBHOTO JokyMenTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor

e, SENTA
D ipdJearey gt AS.
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