KX GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

TEXARED, lyophilized powder for injection after reconstitution,

Name of Product/
HaumeHoBaHHE MpenapaTa

Batch no./ Homep cepum

Amount of product per batch /
Pa3smep cepum

Date of Control / laTa anaau3a

Manufacturing date / llaTa
MPOH3BOACTBA

Expiry date /JaTa oKxOH4YAHHA
CPOKa TrOAHOCTH

20 mg /

TEKCAPEJI®, auoduan3aTt AJsi NPHroOTOBJCHHs pacTBOpa s

nHBbeKunii, 20 Mr
21116061 A

38.640,000

01.2022
09.2021

08.2024

TESTS / MOKA3ATEJA

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJIbTATHI

Appearance / Onucamnue

Yellow with greenish tint lyophilized powder. /
JInogunu3npoBaHHE MOPOIIOK KENTOro ¢
3€JIEHOBATHIM OTTEHKOM LIBETA.

Complies / CoOTBETCTBYET

Identification / TlomJHHHOCTH

Tenoxicam by HPLC /
Tenoxcuxam (BIKX)

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
ylep)KuBaHusi ~ OHKa ~ TEHOKCMKama  Ha
XpoMaTorpaMme HCTIBITYEMOTO pacTBopa
JOJDKHO COOTBETCTBOBATH BpEMEHU
yIOepKABaHMA OMKa  TEHOKCHKamMa  Ha
XpOMaTorpaMMe CTaHJapTHOTO pacTeopa (CM.
«PozncTReHHBIE TIPAMECHY, onpeneneHne
eIMHWYHEIX TpuMeceldl ¥ CyMMbl TpuMeceil
(254 5Mm)).

Complies / CooTBETCTBYET

Tenoxicam by UV-
spectrophotometry / Tenokcuxam
(Yo-
crnekmpogomomempuyecKku)

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). / VY®-crextp
MOTJIOLIEHHUS HCTIBITY EMOTO pacTBopa,
OpHTOTOBIEHHOTO  [UIsl KOJIMYECTBEHHOTO
onpexenenus, B obnactu ot 230 uM 0 400 HM
JOJDKEH HMMETh MaKCHMyMBI IIPH JJIAHAX BOJH
257 + 2um, 285 + 2um u 368 £ 2HM (oM.
«KONHAYECTBEHHOE ONpeieNEHAe TEHOKCHKaMa»).

Complies / CooTBETCTBYET
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EXGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIA3A

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJbTATHI

Sodium metabisulfite /
Hampus memabucynvpum

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 Sodium
metabisulfite” test. / Bpemsa yaepXuBaHusi ITHKa
HaTpus MeTabHCynb(QuTa Ha XpoMarorpamMme
HCIIEITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHH YIEPXKHMBAHHA IHKa
gaTpus MeTaOuCyIb(uTa Ha XpoMarorpaMMe
craHnapTHOro pactBopa (cM. «KonmuecTBeHHOE
omnpeieNieHne HaTpus MeTabucynbhurar).

Complies / COOTBETCTBYET

Dissolving time / Bpems
PacTBOPEHHs

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

11 sec/ 11 cex

Appearance of Reconstituted
solution / Onucanme
BOCCTAHOBJIEHHOTO PacTBOPa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / IIpenapar
ZOIDKEH PacTBOPATECA THOJIHOCTBIO c
OTCYTCTBMEM HEPAaCTBOPEHHBIX dacTHL, 0e3
BHIVMMBIX MEXaHMYECKUX BKIIoueHmH. PacTBOp
JIOJDKEH OBITH IPO3PaYHBIM.

Complies / CooTBETCTBYET

Solution clarity / The product solution should be clear. / Pacteop .

Complies / CoOTBETCTBYET
ITpospaunocTh PacTBOPa npenapara X0JDKeH OBITh IPO3PadHBIM.
Solution Color / The product solution should not be more

IBeTHOCTH PAacTBOPA

intensively colored than the reference solution
GY. / Ctenens OKpacky pacTBopa mpenapara He
IOJDKHA NpeBbIIaTh 3TaoH GY1.

Complies / CooTBETCTBYET

pH 7.5 t0 10.0. / Ot 7,5 mo 10,0. 9.0
Particulate matter / MexaHn4ecKHe BKJIIOYCHHsI
Visible particles / Should be absent/ JIoyKHEI OTCYTCTBOBATh Absent /OTcyTcTByIOT
Budumvlre yacmuyper
Subvisible particles /
Hesudumvie vacmuybl
>10 pm particles/ Not more than 6000/vial; / 70 / vial
Yacruiy pasMepoM > 10 MxM He 6onee 6000 Ha dnaxoH; 70 / dmaxon
>25 um particles/ Not more than 600/vial. / 0/ vial
YacTHi pazMepoM > 25 MKM He 6onee 600 Ha ¢nakoH. 0/ ¢maxon
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&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIA3A

TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS /
PE3YJILTATHI
Related substances / PoncTBeHHble MPHMECH
2-aminopyridine / Not more than 0.5 %; / He 6oxnee 0,5 %; Not detected / He
2-aMHHONUPHUANH oOHapyxeHa
Individual unidentified impurity / Not more than 0.5 %; / He 6onee 0,5 %;
Enpgaat Not detected / He
HeHAeHTH(HHIUPOBaHHA IPHMECH obmapyena
Total impurities / Not more than 1.0 %. / He 6onee 1,0 %.
Cymma npumeceit
Not detected / He
obHapyxeHa
Uniformity of dosage units / The Acceptance value (AV) should be not more AV=1.2 (n=10)
OnHOpPOAHOCTH A03HPOBAHMS than 15.0. / Iloxasarens npuemneMoctd (AV)
nmoixeH OBITH He 6onee 15,0.
Water /Boxa Not more than 3.0 %. / He 6onee 3,0 %. 1.7%
Bacterial endotoxins / Not more than 1 EU/mg of tenoxicam. / <0.128 EU/mg/
BakrepHaibHble SHA0TOKCHHbI He 6onee 1 EQ/Mr TeHOKCHKaMa. <0.128 EQ/ Mr
Sterility /CrepuibHOCTE Should be sterile. / J{omkeH OBITh CTEPUIIBHEIM. Sterile / Ctepuinen
Assay / KonnyecTBenHOe onpeesieHHe
Tenoxicam / TeHoKcUKam 90.0% to 110.0% of Ci3H11N304S; (tenoxicam)
of label claim. / Or 90,0% zo 110,0% 99.8 %
C13H11N304S; (TeHOKCHKaM) OT HOMMHAIIBHOTO e
colepKaHuA.
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite of the
Hampus memabucynvpum label claim. / Ot 85,0 % mo 110,0 % mHaTpus 952 %

MeTabucynsdura oT HOMMHAJIBHOTO

COIEPKaHUA.
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EXGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIA3A

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. /
TlepBugHas ynakoBKa

Tlo 20 Mr TeHOkcHMKama BO (akoH H3

GEeCLIBETHOTO cTeKa THIT I
YKYTIOPEHHBIA npobxoit u3
Gpom6yTinoBoli  pesuHEl,  OGXaroi

AMIOMMHHEBBIM KOJITa4YKOM C KOHTPOJIEM
NepBOro BCKPBITHA H IJIACTHKOBBIM

TESTS / TIOKA3ATEJIM SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATHI
Package / YnaxoBKa Primary package 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. /
TlepBuyHad ynakoBKa

Ilo 20 Mr TeHokcukaMa BO ()IaKOH U3

0OecIBETHOTO cTeKIia THUTI I,
YKYyTOPEHHBIH npobxoi u3
6pomMOyTHIIOBOl  pe3uHBI,  OGXaToH

AFOMUAHHEBBIM KOJIITAa4YKOM C KOHTPOJICM
NEepBOro BCKPBHITHA H TIACTUKOBBIM

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. /

Bropuunas ynakoBka

Ilo 1 ¢nakony ¢ npenapatoM u 1
aMILylle C pacTBOPHTENIEM MOMEILAI0T B
KacceTy W3 NONHBUHUIXIOPHA.

[Io 3 ¢nakoHa ¢ mnpemapaToM # 3
aMnyJjibl ¢ PaCTBOPHUTENEM MOMELIAIOT B
KacceTy U3 NOJMBUHMIXJIOPU/A.

1 kacceTy BMeCTe C WHCTPYKLHUEH IO
OpUMEHEHMI0 TOMEAOT B  HaukKy
KapTOHHYIO.

IFCKOM HOBEPX ANIOMHHHEBOTO | THCKOM TIOBEPX ANTIOMUHHUEBOTO
KoJImagKa. KOJImayka.
Shelf-life/ Cpok roxnocTH 3 years. / 3 rona.
KIT / KOMIIJIEKT
TESTS / NOKA3ZATEJI SPECIFICATIONS / HOPMbI RESULTS / PE3YVJIbTATBI
Kit package / VYmaxosxa | Secondary package Secondary package
KOMILJIEKTA 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. /

BropuyHas ynakoBKa

Ilo 3 d¢makona ¢ mnpemapatoM u 3
aMIIyJiBl ¢ PacTBOPHTENEM IIOMEIIAIT B
KacceTy W3 TNOnMBHHMIXIopuia. |1
KacceTy BMECTe C HHCTPyKUMed [0
NpUMEHEHUIO IOMENAIT B  MHaukKy
KapTOHHYIO.

4/5




SXGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTUO®HKAT AHAJIA3A

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

XpaHeHHe KOMILIEKTA

Labeling/ MapkupoBKa
C HOPMAaTHBHOM JOKyMEHTaLHeH. TpeboBaHNAM
Kit storage / For configuration 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. /

Tlng yrakosky 0o 1 duakoHy ¢ npenapaToM U 1 aMiyJie ¢ pacTBOPUTENIEM B
Kaccete:

B opurnHanbHOM ynakoBke ((akoH ¢ IpernapaToM K amIlysia ¢ paCTBOPHTENIEM B
yauKe) Ipy TeMreparype He Bemue 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. /

J1isi yIakoBKH 110 3 (yIakoHa ¢ NpenapaToM ¥ 3 aMIyJibl ¢ paCTBOPHTENCM B
Kaccete:

B opurunansHo# ynakoke (nakoHs! ¢ NpenapaToM U aMIyJel ¢ pacTBOPHTENCM B
nauke) npy Temueparype He semue 25 °C.

Kit shelf life /
Cpox rogHOCTH KOMIIJIEKTa

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roga. Cpok roOZHOCTH KOMILIEKTa ONPEAENAETCA CPOKOM TOAHOCTH
JIEKapCTBEHHOTO NPeNapaTa /i MeOUIMHCKOTO IPHMEHCHHUA.

Assessment: / 3axmouenue: The batch complies with the specifications according to ND JIC-000295-160721. /

Cepusi COOTBETCTBYET TPeOOBaHMAM HOPMATHBHOTO IOKYMEHTA JIC-000295-160721.
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GENSENTA PHARMA
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CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIA3ZA

Name of Product/
HawMenoBaHHe NpenapaTa

Batch no./ Homep cepim

Amount of product per batch / Pazmep

cepun

Date of Control / KaTa ananwza

Manufacturing date / liaTa npon3BoacTBa

Expiry date //laTa oxoHuaHus cpoka

TOOHOCTH

Water for injections (solvent) /

Bopa anst HHBeKnMi (PacTBOPHTEE)

02K9
91697

01/2021
11/2020
10/2025

Water for injections (solvent) / Boma ans mrbexunii (pacrsopnTeib)

TESTS / IOKA3ATEJHA

Descriptioh /Onncanne

SPECIFICATIONS / HOPMBI

RESULTS / PE3V.JILTATBI

Clear, colourless liquid without odor. /
Tpozpaynas GecrBeTHAs KHUIKOCTE 662
3anaxa.

| Particulate matter / Mexannueckue BKIIOUCHHSA

Visible particles /
Buoumvie vacmuior

Sub visible particles /
Heguoumwie vacmuyer

>10 um particles /
yacTux pasMepoM > 10 MM
225 pm particles /
YACTHL pa3sMEpoM = 25 MKM

Acidity and alkalinity /
KucnorHOCTh A HIEJIOMHOCTE

Should be absent. / JlomiHEL OTCYTCTROBATE.

Complies / CooTBeTCTBYET

Absent / OtcyTeTBytoT

Not more than 6000 particles per ampoule; /
He Gonee 6000 5a aMmyny;

Not more than 600 particles per ampoule. /
He Goee 600 Ha ammyy.

48

4

‘Test sample should pass the test. /

HcnsiryeMenii 06pasell OJDKeH BHIIEDKUBATD
HCIBITAHHUE.

Reducﬁiégl’lbstance»s /
| BoccranapiuBaomue
| BewecTBa

Test sample should pass the test. /
Hcnrrryemenii o6pazen A0MKeH BHIZICPKUBATh
HCTIBITAHHE,

Complids / CooTBeTCTRYET

| Carbon dioxide
- Yrieposa NAOKCHA

" Chiorides/ Xopuast
Nitrates and Nitrites/

HuTtpars! A HHTPHTbI

"| Not more than 0.00002 % (0.2 ppm). /

No turbidity should be observed within 1 hour.
/ He nomxro GEITE MOMYTHEHAS B TEUEHNE
1 yaca.

* Complies / CooTBeTCTBYST

Complies / CooTseTcTBYET

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

<0.5 Ppm

He Gomee 0,00002 % (0,2 ppm).

<0.00002% (<0.2 ppm)

Sulphates / CyasdaTn

No turbidity”shoulzd occur within not less than
1 h. / B Teuenmne He MeHee 1 daca He NOIDKHO
HabTIoNaThCH TIOMYTHEHHUE.

| Ammonium / Avmonnii

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

Complies / Coomﬂ&n&ér

<0.6 ppm o I
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3IA

"TESTS / IOKABATEJAA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATBI
Calciam and magnesium / Pure blue color should be observed (without a Complies / CooTBeTCcTBYET
Kanbimpii w Marsmii violet hue). / HomxHo HabMOAATECA YHCTO

crHee oxpanmBanue (6e3 duoneToBoro
OTTEHKA).
[ ileavsr_lﬁetahl Tancesnnie ' Not more than 0.00001 % (0.1 ppm). / <0.60001 % (<0.1 ppm)
METAJIBI He 6onee 0,00001 % (0,1 ppm).
Residue after é?aporatiou / Not more than 0.004%. / He Goxee b,004%. 0,0004 %
Cyxoii ocTaToK 5
“Conductivity / | Not more than 25 pS/cm. / 4 uS/em./
SJIeKTPOMPOBOAHOCTE He Gonee 25 MxCm/cwM. 4 MxCwm/cm.
| Extractable volume / V Not less than label claim (ﬁbt lessthan2ml)./ | 2mi/
H3saexaeMblii 0Gbem He MeHee HOMHHANBHOTC (He MeHee 2 MIT). 2 MI
f—iiaﬁcteritilﬁehdomxihé /| Not more than 0.25 EU/mL of water for <25EU/mL/
| BakTepuajbHbIe 3RI0TOKCHHBY  injections. / He Gonee 0,25 ED/Mi Boms! mns <25E3/wMn
HHBEKIMIA
Sterility / CTephibHocTs " Should be sterile. / Jlo/KHa GBITH CTEPUTBHOL. Sterile / CreprisHo.
Packaging / Ynaxobka o Primary pacl{age o Primary package

Shelf-life / Cpok rogHocTH

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. /
IlepBHuHAg vIAKOBKA

ITo 2 M pacTBopuTens (BoIa 1 MHBEKLHI) B
aMmiyny w3 OecuserHoro crewna, TaAn [. Ha
BepXHell uvacTH aMmmysiel HaHeCeHa To4Ka
pasoMa OPaHKEBOTO [BETA.

5 years. / 5 ner.

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. /
TMerBU9HAA vIIAKOBKA
ITo 2 Mn pacTeopuTens (Boma I !
WHBEKLui) B aMIysty U3
OecuperHoro crexma, Ttam [, Ha
BEpXHeH 4YacTd aMimyJiel HaHeceHa

~_TOYKa [*a37IOMa OaHXEBOr0 OBETA.

Assessment: / 3axiodeHue;

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

Ali Ethemo@lu
Qulity Control Supervisor
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CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIU3A

Name of Product/

HaumeHoBaHHe MPENAPATA

Water for injections (solvent) /

Bona s HHbEKIHI (PACTEBOPHTENb)

Batch no./ Homep cepuu 02K10
Amount of product per batch / PazmMep 921167
cepHH
Date of Control / {aTa anann3za 01/2021
Manufacturing date / J[aTa mpoH3BoACTEA 11/2020
Expiry date /{aTa oxonuamus cpoxa 10/2025
FOAHOCTH
Water for injections (solvent) / Boga ansi HEbeKuHii (PaCTBOPHTE.H)
TESTS / IOKASATEJHA SPECIFICATIONS / HOPMbI

Description /Onucanue

| Clear, colourless liquid without odor. / a
ITpo3spaunag GecnpeTHAs KHAKOCTE 6e3
| 3amaxa.

RESULTS / PE3YJIBTATHI |

Complies / CooTReTCTBYET

‘ Particulate matter / MexannuecKHe BIIIOTCHHA

Visible particles /
Buoumere wacmuyor

Sub visible particles /

Heeudumvre yacmuyot

>10 pum particles /

>25 wm particles /

9acTHL[ pasMepoM > 10 MKM

qacTHL PasMEPOM > 25 MKM

* Should be absent. / JIONKHEI OTCYTCTBOBATE.

Absent / Ordﬁérnwo'r "

Not more than 6000 patticles per ampoule; /
' He Gonee 6000 ma aMiTyITy;

Not more than 600 particles per ampoule. /
He 6onee 600 nva aMmyry.

Acidity and alkalinity /
Kuc/J0THOCTH H IMEJI0YHOCTE

| Test sample should pass the test./
HcnsITyeMBii 06pasell JobKeH BEIEpKHBATh
WCNIBITAHKUE,

29

~ Complies / CooTsercTByeT

Reducing substances / Test sample should pass the test. / Complies / Coo-me'rcﬁz}el'
Boceranasanpaiomye HcrerryeMslii cOpasell NODKEH BhIICPXHBATH
BelllecTBA HCTILITaHAE.
Carbon dioxide ' No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET
Yraeposa AHOKCHN ' / He ponmxH0 OBITh IOMYTHEHHSA B TEICHHE
| 1 gaca.
" Chlorides/ Xstopumsi | Not more than 0.5 p;rm‘i.'/ He Gonee 0,5 ppm <0.5 ppm
Nitrates and Nitrites/ “Not more than 0.00002 % (0.2 ppm)./ <0.00002% (<0.2 ppm)
HBTpaTHI # HHTPHThI He 6onee 0,00002 % (0,2 ppm).
“Sulphates / Cyabarsr No turbidity should occur within not less than Complies / Coo*mefémye'r ﬁ
1 h. / B Teuenyte He MeHee 1 waca He MOIDKHO
HaORIOnaTbcA IOMyTHEHHE.
Ammonium / AMMOHHEH Not more than 0.6 ppm. / He 6oxnee 0,6 ppm. <0.6 ppm R 7
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIA3A

TESTS / TIOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATHI
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTseTCTBYET
Kanpuyii B MarHmii violet hue). / JTomkxHo HabMmoXaTbed YHCTO

cuHee okpaimmpanne (6e3 (GroneToBoro
OTTEHKA).
Heavy metals/ Takennie ' Not more than 0.00001 % (0.1 ppm). / <0.00001 % (<0.1 ppm)
METAJIIBI | He 6onee 0,00001 % (0,1 ppm).
Residue after evaporation / Not more than 0.004%. / He Gonee 0,004%. 0,0001 %
| Cyxoii 0cTATOK |
| Conductivity / ' Not more than 25 pS/cm. / 3 pS/em./
9J1eKTPONPOBOAHOCTS He Gomnee 25 mxCm/cM. 3 mxCu/cm.
"Extractable volume / Not Iess than label claim (not less than 2 ml). / 2ml/
H3prexaevblii 06beM He MeHee HOMMHANBHOrO (He MeHee 2 M), 2Mn
" Bacterial endotoxins / " Not more than 0.25 EU/mL of water for <25EU/mL/
BakrepHaJbHbie SHIOTOKCHHBI  injections. / He Gonee 0,25 ES/mi Bozs! must <25E3/wmn
MHBEKIIHIA.
Sterility / CtepuasHoCTE Should be sterile. / JomikHa 6611 CTEPHIEHOIA. * Sterile / Crepuubio.
Packaging / YmakoBka | Primary package - 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. /
Tlensuanas v IAKOBKA

TTo 2 M pacTBOpHTENS (BOZA VI HHEEKINH) B
ammyny us GecuserHoro crexma, Tum 1. Ha
BepxHel YaCTH aMITylsl HaHeCeHa TOYKa
pa3ioMa OparDKEBOTO IBETA.

. Shelf-life / Cpox ropmocTH

Assessment: / 3akIioueHHE:

5 years, / 5 ner.

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. /
IlepBruHas YIIAKOBKA

Tlo 2 Mn pactBopuTensa (BOAA A
HHBEKIMH) B aMOoyny — b3
6ecneerHoro crexna, tin 1. Ha
BepxHel YacTH aMITyllbl HaHCCEHA
TOYKA ['2310Ma OPAHKSEOTO IBETA.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTRYET TPeGOBaHHAM HOpMaTHBHOTO Aokymenta JIC-000295-160721.

Ali Ethemogin
Qulity Control Supervisor
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