®
Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIHU3A

RESULTS / PE3YJALTATHI

Name of Product/ ‘Water for injections (solvent) /
HauMeHOBAHHE IPENapaTa Boaa A9 HHBEeKIHMH (PacTBOPUTEb)
Batch no./ Homep cepun 22H14
Amount of product per batch / Paimep ;91233
CepHH
Date of Control / JaTa anaansa 10/2022
Manufacturing date / AaTa npouspoactea .  08/2022
Expiry date //IaTa 0KOH4YaHHS CPOKA o 0772027
TOAHOCTH
Water for injections (solvent) / Bopa 1is HHBeKIMil (PACTBOPHTE/IEL)
TESTS / NOKA3ATEJIR SPECIFICATIONS / HOPMBI
Description /Onucamnne Clear, colourless liquid without odor. /

IMpospaunas GecupeTHAd KHUOKOCTE §e3
3anaxa.

Complics / CooTBeTcTRYET

Particulate matter / MexanndyecKkHe BKJIKYIEHHA

Visible particles /
Budumwvre yvacmuyer

Sub visible particles /
Hegudumbre wacmuye:

>10 um particles /
yacTHil pazMepoM = 10 Mkm

>25 pm particles /
YaCcTHIL PA3MEPOM = 25 MKM

| Should be absent. / JIOIKHB! OTCYTCTROBATS.

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

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

Acidity and alkalinity /
KHCIOTHOCTE H Mea0YHOCTh

Test sample should pass the test. /
Hcneiryembiii o6pazel] JoMKeH BEIAEPKHUBATE
HCITHITAHKE.

Absent / OreyTeTBYIOT

Complies / CooTBeTcTBYET

Reducing substances /
BoccTaHaBIHBAKIHHE
BeHIECTBA

| Carbon dioxide
Yraepona AHoKeHA

Test sample should pass the test. /
HenepiTyeMelit o0pasell ZoJKeH BELIEPKHBATE
HCOBITAHHC.

Complies / Coorsercryer

/ He nomsxHo 6BITE MOMYTHEHMS B TEUCHHE
1 waca.

| Chlorides/ Xnopuanl
Nitrates and Nitrites/

Hurparbl H BUTPHTHI

, S;lpl;ltes ! Cynbgatni

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

No turbidity should be observed within 1 hour.

Complies / CooTBeTcIBYET

<0.5 ppm

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

<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h. / B Tedenne He MeHee | yaca He AOMKHO
HabnpopaTses NOMyTHEHHE.

Complies / CooTreTcTRYET
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R GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJIHN3A

TESTS / IIOKA3ATEJIHA SPECIFICATIONS / HOPMbI |  RESULTS / PE3YJLTATEI
Ammonium / AMMoBHiT Not more than 0.6 ppm. / He 6omee 0,6 ppm. <0.6 ppm
| Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTEeTCTBYET
Kansumii 1 Marnani violet hue). / JlomxHo HabROIATECA YHCTO
cuHee okpawuBanue (des guoneToBOro
OTTEHKA).
' Heavy metals/ Taxennbie Not more than 0.00001 % (0.1 ppm). / <0.00001 % (<0.1 ppm)
MeTAJLITkI He 6onee 0,00001 % (0,1 ppm).
Residue after evaporEon / Not more than 0.004%. / He 6onee 0,004%. | 0.000 %
Cyxofi ocTaToK
Conductivity / | Not more than 25 pS/em. / 9 uS/em./
DAeKTPONPOBOAHOCTE He Gonee 25 MrCm/cM. 9 MrCm/eMm.
Extractable volume / Not Iess than label claim (not less than 2 ml). / Bl 2mi/ il
H3BaexaeMblii 06beM He MeHee HOMHHANBHOTO (He MeHee 2 MT). 2 Mn
Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <0.25EU/mL/
BaxkTepHaJbHBIe 3HA0TOKCHHBE | injections. / He Gonee (4,25 EZ/Mi Boas! 1ns <025 ED/mMn
HHBEKITHA.
_Sa'ility / CTepuasHocTh Should be sterile. / Jlomkxa 65ITE CTEpUNBHOMH. Sterile / CTepuiibHO.
_Packaging / ¥YnaxoBka | 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
one-point-cut at the top of the ampule. /| ampule type I with an orange one-
[MepBrYHAs ¥ NAKOBKA point-cut at the top of the ampule. /
[To 2 Mn pacTeopuTens (BoAa aAnsg vAbekuuil) B | IlepBryHas voakoeka

ammyny w3 Gecusersoro crewra, tun 1. Ha | Tlo 2 mn pacteopurens (Boma mas
BEpXHCH YACcTH aMIIYIB HaHeceHa TOYKA | HHBSKUHH) B amnyay — H3
pas3ioMa OpaHKCBOro LBETA. GecusetHore crexna, THo I Ha
BEpXHEH YacTH AMIIYJIL HAHECEHA
TOYKA [1a3/10Ma OpPaHKeROro 1IRETA,

Shelf-life / Cpok roasocTn 5 years. / 5 5iet.

Assessment: / 3aknoueHHe: The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBeTCTBYeT TpeGOBaHHIM HOpMATHBHOTO HokymeHTa JIC-000295-160721.

Ali Ethemoglu

Qualigjiltrol Supervisor
-

@S GENSEMTA

liag Sanayi ve Ticaret A.S.
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RGENSENT

CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJIM3A

Name of Product/
Haunmenopanue npenapara

Water for injections (solvent) /

Bojaa ansa MHBeKIMH (PacTBOPHTEb)

Batch no./ Homep cepan 2R
Amount of product per batch / Paamep 1 91263
cepHH
Date of Contrel / Jara anaimsa 11/2022
Manufacturing date / lata npon3soacTea @ 09/2022
Expiry date //[aTa oKoH4YaHHA CPOKa ;o 0872027
TOAHOCTH
Water for injections (solvent) / Boga 318 nHbekuuii (pacTBOpHTE L)
TESTS /IOKA3BATEJH | SPECIFICATIONS / HOPMBL

' Description /OnAcanne

RESULTS / PE3YJBTATHI

. Clear, colourless liquid without odor. /
IMpo3spaynas GeclpeTHAT KHIKOCTE Oe3
3amaxa.

Particulate matier / MexanHueckne BRI eHHA

Visible particles /
Buoumbte yacmuyst

Sub visible particles /
Hesguoumuvle yacmuywr

>10 pum particles /
YJacTHI pasMepoM > 10 MM

>25 pm particles /
YACTHLl pAZMEPOM = 25 MKM

Acidity and alkalinity /
KHneao0THOCTE H mIeT0MHOCTD

Reducing substances /
BoccTaHaBIHEBAIOIIHE
BeHIeCcTBA

| Should be absent. / JoIKHBI OTCYTCTBOBATE.

Complies / CootBeTCTBYET

Absent / OtcyTeTBYIOT

Not more than 6000 particles per ampoule; /
He 6onee 6000 na amnyay;

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

35

Test sample should pass the test. /
HcnriTyeMelii odpasen J0KEH BBLACPKHBATh
HCTIBITaHHe.

Test sample should pass the test. /
HenrityeMmpiii obpaiew 1oJkeH BBIISPKABAT
HCIIEITAHME.

Complies / CooTBeTcTBYET

Complies / CooTeeTcTRYET

~ Carbon dioxide
Yriaepona AuoKcHA

Chlorides/ Xnopnas!

/ He nomkHo GBHITH MOMYTHEHHA B TEHEHHE
1 yaca.

No turbidity should be observed within 1 hour.

Complies / CooTBeTcTBYET

‘Not more than 0.5 ppm. / He 6onee 0.5 ppm.

<0.5 ppm

Nitrates and Nitrites/
HuTpaThl # HHTPHTHE

'Sulphates / Cymudatni

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

No turbidity should occur within not less than
1 h. /B Teuenue He MeHee 1 Haca He JOVIKHO
HabmoaThCcs MOMYTHEHHE.

<0.00002% (<0.2 ppm)

Complies / CO(;TBETCTByET
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RGENSENT

CERTIFICATE OF ANALYSIS / CEPTUH®UKAT AHAJIU3A

TESTS / TIOKA3ATEJIH SPECIFICATIONS / HOPMBI RESULTS /PE3YJIBTATHI
Ammonium / AMMonnit Not more than 0.6 ppm. / He 6omee 0,6 ppm. <0.6 ppm
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTcTBYET
Kaabuuii u Marami violet hue). / Jlomkno HabAKOAATECH YMCTO

cHHee okpamupanue (0e3 proneroBoro
OTTEHKA).
Heavy metals/ Ta:kennse | 'Not more than 0.00001 % (0.1 ppmy). / <0.00001 % (<0.1 ppm)
METAJLIbL He 6oxee 0,00001 % (0,1 ppm).
Residue after evaporation / Not more than 0.004%. / He Gonee 0,004%. 0.000 %
Cyxoii ocTaTok
Conductivity / Not more than 25 pS/em. / & uS/em./
SNeKTpoNpPOBOAHOCTD He 6onee 25 mxCum/cm. 8 MxCwm/cm.
Extractable volume / | Not less than label claim (not less than 2 mi). / 2ml/
Hipnekaemurii ofbem He MeHee HoMUHANBHOTO (He MeHee 2 M), 2 Mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <(.25 EU/mL/
BaxTepuansible 3HI0TOKcHHR | injections. / He Gonee 0,25 ED/Mn oaw gus <025 E3/mMn
HHDBEKIIHIA,
i Sterility / CrepnanHOCTE Should be sterile. / JlomiHa GEITH CTEPANBHOI. Sterile / CrepuneHo.
Packaging / ¥Ynaxoeka i P_ﬁmag 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
one-point-cut at the top of the ampule. /| ampule type I with an orange one-
[TepBryHAd Y IAKOBKA point-cut at the top of the ampule. /
Tlo 2 mn pacteopuTens (Boa And nHBekimii} B | IleppyaHan vIakoBKa

ammyny w3 Oecusetnoro crekma, tin 1. Ha | Tlo 2 Mn pacTeopuTens (Boma anma
BepxXHell uYacTH aMmyJibl HaHeCeHa TOYKA | AHBEKIMH) B aMmymy U3
pasnoMa OpamKeBOTO 1IBETA. OecrnpeTHoro crexma, Tan 1. Ha
BepXHel YacTH aMITylsl HaHeceHa
TOYKA PA3IOMa OPRHKEROTO IBETA.

Shelf-life / Cpok roaHocTH 5 years. / 5 ner.

Assessment: / 3akouenne; The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cootsercTByeT TpedOBaHUAM HOpMaTHBHOTO fokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Quality C?htrol Supervisor

UNERNIY,
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RHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIN3A

Name of Product/
HaunmeHosanue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepnn

Date of Control / laTa ananusa

Manufacturing date / TaTa
[NPOH3BORCTBA

Expiry date /[{ata okoH4aHHA
CpoKa roJHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20mg /

TEKCAPE/A®, nnodnau3at 09 NPATOTOBJIEHHSA pacTBopa 114

HHBeKNMiL, 20 mr
22M18901A

41.084,000

12.2022
12.2022

11.2025

TESTS / HOKA3ZATEAU

' Appearance / Onncanne

Identification / Hoa auHHOCTH

| Tenoxicam by HPLC/
Tenorcurxam (BIKX)

Tenoxicam by UV-
spectrophotometry / Tenoxcuxam
(Yo-

cRexmpogomomempuieckuit)

SPECIFICATIONS / HOPMBI

RESULTS /
PE3YJIbLTATDI

Yellow with greenish tint lyophilized powder. /
JIodUIH3MPOBAHHEIH  TIOPOINOK  KENTOrO ¢
3€JIeHOBATHIM OTTEHKOM I[BETA.

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 nm}). / Bpemsa
YIepKUBAHHSA MAKA  TCHOKCHKaMa  Ha
XpoMarorpamme HCORITYEMOTO  PACTBOPA
TOIIKHO COOTBETCTBOBATE BpeMeHH
yIepKUBAHHA DHKa  TEHOKCHKaMa  Ha
XpoMaTorpaMMe CTaHjapTHOTO pacTeopa (CM.
«PopncTBenHble pHMECH», onpegeneHye
EMHHAIHBIX TpHMECell ¥ CyMMBI TpHMEceH

Complies / CoorBeTcTBYET

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). / Y®-cnektp
TIOTIOIICHHAS HCIBITYEMOTO PacTBopa,
NPHIOTOBNEHHOTD oA KONHIECTBEHHOTO
olipefenendd, B obnactd ot 230 aM 710 400 HM
JOIKEH WMEeTh MAKCHMYMBl MpH IMHMHAX BOJH
257 + 2um, 285 £ 2HM M 368 £ 2 HM (oM.

«KonHyecTBeHHOE OInpeacyiCHHue TGHOKCI/IKaMa))).

Complies / CooTBeTcTBYET
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KXGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTHOHKAT AHAJIN3A

TESTS / IIOKA3ATEJIHA

‘ SPECIFICATIONS f HOPMB

RESULTS /
PE3YJbTAThI

Sodium metabisulfite /
Hampus memabucyivgpum

Dissolving time / Bpema
pacTBOpeHHsA

| The retention time of Sodium metabisulfite peak
obtained in the chromatogram of the test solution
corresponds (o that of Sodium metabisulfite peak
obtained in the chromatogram of the standard
solution, as proceeded in the “Assay of Sodium
metabisulfite” test. / Bpemsa ymepxHpaHua nHka
HaTpusi MeTaOucynbdHTa Ha XPOMATOTPAMME
HCTIBITYEMOTO pacTBopa JOIKHO
COOTBETCTBOBATE BPEMEHH YASP/KHBAHUA IHKa
HaTpus MeraGucynbduTa Ha XpOMaTOTpAMME
cTaHmapTHOTO pactBopa (cM. «KomuuectreHHoe
OIIPEACIICHKE HATPHA MeTabucyneduTar ).

Complies / CooTseTcTByeT

Not more than 60 seconds. / He Gomee 60
CeKYHI.

Apﬁealzmce of Reconstituted

solution / Onucanne

BOCCTAHOBJACHHOIG PACTERODA

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / [Tpenapar
JOMKeH PacTBOPATHCA HONHOCTBIO c
OTCYTCTBHEM HEPACTBOPEHHBIX MACTHIL, 0e3
BHIMMEIX MEXaHWYeCKHX BKIueHwit. PacTBop
[IOTDKEH OBITH IIPO3PaYHbIM.

" Solution clarity /
ITpo3pauHocTL pacTBOpa

" Solution Color /
| llseTHOCTL pacTBOpa

pH

npenapara [0JnxcH OLITE OpO3paTHBIM.

The product solution should be clear. / Pactsop 1

24 sec / 24 cex

Complies / CooTBeTcTRYET

Complies / CooTBeTCIBYET

The product solution should not be more
intensively colored than the reference solution
GY .. / Cremens 0Xpackd pacTBOpa Npenapara He
JIOJDKHA NpeBRILIAaTs 3TanoH GY .

Complies / CooTBeTcTBYET

7.5t010.0./ 071 7,5 no 10,0.

9.1

Particulate matter / MexaHHYeCKHEe BKII0YEHHA

Visible particles /
Buodumeire uacmuybr

Subvisible particles /
Heguoumere yacmuyel

=10 um particles/

Yactur pazmepoM = 10 MM

>25 um particles/

YacTull pasMepoM = 25 MKM

Should be absent/ JlomkHEl OTCYTCTBOBATE

Not more than 6000/vial; /
He Gonee 6000 na ¢maxon;

Not more than 600/vial. /

He Sonee 600 na gmaxon.

Absent /OrcyTCTRYIOT

105 / vial
105 / dmaxon

2 /vial
2 / dnaxon
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SHGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTHOHKAT AHAJIN3A

TESTS / TOKA3ATEJHA

SPECIFICATIONS / HOPMbI |

RESULTS / PE3YJIbTATBI

Related substances / PoncreeHHbIC NpUMecH

2-aminopyridine /
2-aMHHOIUPHAHMH

Individual unidentified impurity /
Eaunuynbasn
HEHAEHTHDULIHPOEAHHAS TIPUMECE

Total impurities /
Cymma npumecei

Uniformity_of dosage units /
OnHOpOAHOCTL T03HPOBAHHS

Water /Bona

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

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

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

Below LOQ (LOQ = 0,05 %) /
Huxe npenena KOMNIECTBEHHOT0
onpeaenenus (ITIKO = 0,05%)

Below LOQ (LOG = 0,05 %) /
Hmke npenena KOTATECTBEHHOTO
onpepenenis (TTKO = 0,05%)

Below LOQ (LOQ = 0,05 %) /
Huxe npenena KonukecTBEHHOrO
onpenenenua (ITKO = 0,05%)

The Acceptance value (AV) should be not
more than 150. /  Ilokasarens
nprHeMneMocTH (AV) nomxeH OBITE He |
Bonee 15,0.

AV=39 (n=10)

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

0.9 %

Bacterial endotoxins /
BaxkrepuanbHble 3HI0TOKCHHDI

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

. Sterility /Crepuasnocts

I Assay / KoanuecTBeHHOE onpegesenne

Tenoxicam/ Tenoxcurxam

<0.128 EU/mg /
<128 ED/ mr

Should be sterile. / JomxeH ObITH Sterile / Crepunien
CTEPUIBHBIM.
90.0% to 110.0% of CisH;Ni0O4S:

(tenoxicam) of label claim. / Ot 90,0 % mo
110,0 % Ci3HiiN:04S; (Tenoxcukam) oT
HOMHHAIBHOTO COICKAHMA.

99.2 %

Sodium metabisulfite /
Hampua memabucynvhum

85.0% to 110.0% of Sodium metabisulfite
of the label claim. / Ot 85,0 % mo 110,0 %
HaTpHd MeTabucynbdHTa OT HOMUHAIBHOTO
COIEepPMKaHNA.

99.1%
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KZGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIHU3A

 TESTS / TIOKA3ATEJH
Package / YnakoBka

SPECIFICATIONS f HOPMbI
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. /
IlepBuunas yIAKOBKA
ITo 20 Mr TeHoxcHKaMa BO (UIakoH M3

OeclLBETHOTO CTeKna THIT I
YKYIIOPCHHEIH npodKoi u3
OpomOyTHIOBOIT  pe3uHBl, OOXaTOH

AMIOMHUHHEBEIM KONMAYKOM C KOHTPONEM
TICPBOT0  BCKPHITHA H  [IACTHKOBBEIM

RESULTS /PE3YJBTATBl
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. /
IepBHynas yIAKOBKA
Ilo 20 Mr TeHokcukama BO (WIAKOH H3

deciBeTHOTO CTeKIa THTT I,
YKYIOPECHHBIA npodKoi u3
OpomMbOyTHIOBOH  pe3wHB,  00XaToif

AITHOMHHHEBEIM KONITA9YKOM ¢ KOHTPONEM
IHEPBOTO  BCKPBITHA HW  IUIACTHKOBBIM

AUCKOM ToBEpX ANIOMAHUERBOTC | AHCKOM HOBEpX ATFOMHHHEBOTO
KONTIavKa. KOJIavKa.
Sheli-life/ Cpox rognoeTH 3 years. / 3 rona.
KIT/ KOMILTIEKT
TESTS / TOKA3ATEJH SPECIFICATIONS / HOPMbI RESULTS / PE3VJIBTATBL |
Kit package / YmakoBka | Secondary package Secondary package
KOMI1eKTa 3 vials with the medical product and 3

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. /

BropHstaa yoakoBKa

Ilo 1 ¢makowy c npemapatom H |
aMmylie ¢ PacTBOPHTENEM OMELIAIOT B |
KACCETY U3 MONMHBHHILTXIOPUIA.

[lo 3 dmakoHa c¢ mnpermapatoM H 3
AMIYJIBI ¢ PACTBOPHTEICM NMOMELIAIOT B
KacCeTy U3 MOJHBHHAITXIOPHAA.

1 kaccery BMecTe€ C HHCTpYKIHEH Tmo
OPHMEHSHMIO TNOMELAIT B HA4YKy

KapTOHHYIO.

ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack. /

BropuiHad ynakoBka

o 3 ¢makona c mnpemapatoM H 3
AMIIYNBl C PACTBOPHTENEM [OMELIAIOT B
KacceTy M3 NOMMBHHATIOpHa. |
KacceTy BMECTe ¢ MHCTPYKOMEH mo
NMPHMEHEHHUIO TIOMEIAT B MAuKy

KApTOHHYIO.
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Q9
KHGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTUOUKAT AHAJIU3A

Labeling/ MapxkupoBka According to the ND. / B cootsercrsunr | Complies as prescribed / CootBetcTByer |
¢ HOpMATUBHOH NOKYMEHTalUeH. TpeOOBAHUAM
Kit storage / For confizuration with | filled vial and [ ampoule with a solvent in a cassette:

Xpanenue KoMniexTa In the original packaging (a vial with medical product and an ampoule with solvent

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

Jna ynakoeks no 1 diakoHy ¢ npenapaToM W 1 aMTIVIE © pacTROPHTENEM B
KaCCeTe:

B opurnHanbHoi ynaxoBke (UIakoH ¢ [IperapaToM U aMIyJia ¢ pacTBOPHTENEM B
navke) IpH TeMIeparype He Boie 25 °C.

For confiruration 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. /

Jna ynaxoBky 1o 3 duiakoHa ¢ npenaparoM H 3 aMOyiibl ¢ PACTBOPHUTENEM B
Kaccere:

B opurnHaneHoii ymakoeke (¢TakoHBI ¢ PENapaToM U aMITYIIBI ¢ PACTBOPUTENIEM B
TIavKe ) TIpH TeMIleparype He Beine 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpok reaHocTs Rovmuiekra | human use. /3 ropa. Cpox roIHOCTH KOMILICKTA OUPSCITASTCH CPOKOM TOIHOCTH
JIEKAPCTBEHHOTO MpEnapara A1 MEAHIIMHCKOTO TIPHMEHEHHS,

Assessment: / 3akmouenne: The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBeTcTBYeT TpeboBaHNsIM HOpMaTHEHOTO AokyMeHnTa JEC-000295-160721.
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