CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIN3A

Name of Product/
Hanmenopanne npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pazmep cepun

Date of Control / laTa ananmza

Manufacturing date / lata
NPOH3BOACTBA

Expiry date /Tata oxonganus
CPOKA roIHOCTH

| TESTS / IOKA3ATEJHA

TEXARED, lyophilized powder for injection after reconstitution,

20mg /

TEKCAPE/®, nuodunuiar A1 NPpUroToBieHu s pacreopa s

HALeKkunii, 20 mr
23M18531A

40.749,000

01.2024
12.2023

11.2026

SPECIFICATIONS / HOPMBI

RESULTS /
PE3VJbLTATHI

Appearance / Onucanne

Yellow with greenish tint lyophilized powder. /
Jlio¢uan3ApoBaHHEI  TIOpOMIOK  kenToro ¢
3€JICHOBATHIM OTTEHKOM LIBCTA.

Complies / CooTBeTcTBYET

Identification / IlogaunHOCTL

Tenoxicam by HPLC /
Tenoxcurxam (BIKX)

| Tenoxicam by UV-
| specirophotometry / Tenoxcurxam
(Y-

CREKmMpOfomorsempuyeckuii)

The retention time of tenoxicam peak in the
chromatogram of test solution shouid correspond
to the retention time of tenoxicam peak in the
chromatogram of standard solution (see “Related
subsiances”, determination of single impurities
and total impurities (254 nm)). / Bpems
Y ePKUBAHAA MHKA  TEHOKCHKAMa  Ha
XpoMaTorpaMme UCIBITYEMOTO  pacTBOpa
TOIKHO COOTBETCTEOBATH BpEMEHH
VASPHHBAHYA NHKA  TEHOKCHKAMA  Ha
XPOMATOTPaMMe CTaHZAPTHOTO pacTBopa (CM.
«PojcTBEHHETE TIPHMECH, OIpeeeHHE
CIUHUYHBIX MpUMecel u CyMMBI TIpumMeceii
(254 nm}).

Complies / CooTBercTRYeT

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 4+ 2 nm, 285 + 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam™ test). / Y®d-cnektp
MOTJIOIIEHHA HCIBETYEMOro pacTBopa,
NPHTOTORJICHHOTO  ANA KOINHIECTECHHOTO
oTipeneiienys, B oGmactd or 230 HM 1o 400 HM
NOIDKEH MMETh MAaKCHMYMBI IIPH [UTHHAX BOJIH
257 + 2Am, 285 £ 2HM u 368 £ 2HM (oM.

«KonmnuccTeeHAOE OMpE/ieNieHne TEHOKCHKAMay ).
]

Complies / CooTerctryer
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CERTIFICATE OF ANALYSIS / CEPTUDOHKAT AHAJIM3A

" RESULTS /
TESTS / MOKA3ZATEJAH SPECIFICATIONS / HOPMBbI PE3YILTATEL
Sodium metabisulfite / The retention time of Sodium metabisulfite peak

Hampun memabucyavghum

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 ymepkHBaHHA THKA
HaTpUs MeTabHCymbpuIa Ha XpPOMATOTpaMMe
HCIIBITYEMOTO pacTBopa DOIKHO
COOTBETCTBOBATh BpPEMEHH YIEDHMBAHMA ITHKA
Hatpus MerabucyasdrTa Ha XpoMarorpamme
cTaHmapTHoro pactBopa (cM. «KonuvwecTBeHHoe
OTIpeAeNeHre HaTPHA MeTaOHCyIbpHTay ).

Complies / CooTBeTcIBYET

Dissolving time / Bpemsa
pacTBopeHust

Not more than 60 seconds. / He Oomee 60
CEeKYHII.

29 sec /29 cex

Appearance of Reconstituted
solution / Onncanue
BOCCTAHOBJICHHOI'O pacTEOpa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / IIpemapar
IOIDKEeH PacTBOPATECA TIOTHOCTERIO c
OTCYTCTBHCM  HCPAcTBOPCHHBIX  HacTHm, 6c¢3
BHANMBIX MeXaHHYeCKHX BKMIOUeHH. PactsBop
JIOJDKEH OBITH IIPO3pavyHBIM.

Complies / CooTBercTBYET

' Solution clarity /
IIpo3payHoCTD pacTBOpa

Solution Coelor /
IIpeTHOCTE pacTBOpa

pH

Particulate matter / Mexanuueckne

Visible particles /
Budumere vacmuyer

Subvisible particles /
Heauoumure vacmuet

=10 pm particles/
Yactun pazMepoM > 10 MEM

>25 pm particles/
Yacrun pazMepoM = 25 MEM

| The product solution should not be more |

The product solution should be clear. / Pactop
TpeTapaTa IOJDKeH OBITh IPO3PaiHbIM.

intensively colored than the reference solution
GY . / CtemneHs OKpackH pacTBOpa Tpenapara He
NOTKHA NPeBRILiaTh 314100 GY).

BKJAKYCHHA

Complies / CooTBeTcTBYCT

| Complies / CooTeTcTBYET

He 6onee 600 Ha dutakon.

7.5t 10.0./01 7,5 no 10,0 9,1
Should be absent/ JTomKHE OTCYTCTBOBATh Absent /OTcyTeTBYIOT
Not more than 6000/vial; / 64 / vial
He 6omec 6000 Ha (nakon; 64 / HrakoH
Not more than 600/vial. / 5/ vial
5/ pnakon
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CERTIFICATE OF ANALYSIS / CEPTU®NKAT AHAJIM3A

TESTS / TIOKA3ATEJHN

SPECIFICATIONS / HOPMBI
| I

RESULTS /
PE3YJBTATH

| Related substances / PoncTeennble npuvecs

| 2-aminopyridine /
2-aMHHOTTMPHAKH
Individual unidentified impurity /

Enunngnas
HEHIEHTHPHINPOBAHHAS TIPHMECE

Total impurities /
CyMma npruMeceit

| Not more than 0.5 %, / He Gomee 0,5 %;

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

Net more than 1.0 %. / He Gonee 1,0 %.

Not  detected / He |
obHapyxeHa

Below LOQ (LOQ =
0.05%) / Hwke npegena
KONMUeCTBEHHO O
ompepenenda  (IIKO =
0.05 %)

Below LOQ (LOQ =
0.05%) / Hmwke mpemena
KOJAYSCTREHHOTO
onpemenenma  (ITIKO =‘
0.05 %)

Uniformity of dosage units /
| OaHopoIHOCTE /I03HPOBAHKS

| Water /Bona

The Acceptance value (AV) should be not more AV=22 (n=10) |
than 15.0. / Iloxasatens npuemnemoct (AV) ‘
JonmkeH OBITL He Gontee 15,0,

Not more than 3.0 %. / He 6onee 3,0 %. 0.9 %

| Bacterial endotoxins /
BakrepuaabHbie SHA0TOKCHHBI

Not more than | EU/mg of tenoxicam. /
He Gonee 1 ED/Mr TerokcHKaMa.

< (.128 EU/mg /
<(.128 EDB/ mr

Sterility /Crepuannocts

Should be sterile. / JlomkeH GBITS CTEpUIBHBIM.

Sterile / Crepwnen

| Assay / KonmdecTBenHoe onpenenenne

| Tenoxicam / Tenokcuram

90.0% to 110.0% of Ci:H11N3O4S: (tenoxicam) |
of label claim. / Or 90,0% no 110,0%
CisH11N3O4S; (TeHokcHMKaM) OT HOMHHAIGHOTO
| conepxanns.

98.1%

| Sodium metabisuiﬁte /
Hampus memabucyrvghum

85.0% to 110.0% of Sodium metabisulfite of the
label claim. / Ot 85,0% a0 110,0 % Harpus |
MeTabucyIbhuTa oT HOMHHAJILHOTO
COTEpKAHMA.

99.5 % |
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

| TESTS/IOKA3ATEJU SPECIFICATIONS / HOPMEI | RESULTS / PE3YJIBTATBI
Package / ¥YnaxoBka Primary package Primary package

| Shelf-life/ Cpok rogHocTH

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. /

| IlepBUYHas Y IAKOBKS

Tlo 20 Mr TeHOKCHKaMa BO (WI1akoH u3

fecuBeTHOTO CTEKIIA THTI 1,
YKYIOPEHHEII npodKoii 13
OpoMOyTHNOBOH  pesmsel,  oOxaroit

ANIOMHHHCBBIM KOIMIAYKOM C KOHTPOJIEM
INEPBOTO  BCKPBITHI H  INIACTHKOBBLIM

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. /
TepBu4Had voakoBka

IMo 20 mMr TeHokcHKama Bo nakoH u3

OecuBeTHOTO CTeK1a TUI I,
YKYTIOPEHHBII npoOKoH us3
O6poMOYTHIOBOM  pesuHBI,  oOXaTOl

AJIFOMHUHHEBbIM KOJIIAYKOM ¢ KOHTpOJIEM
NEPBOTO  BCKPBITHA M IUIACTHKOBEIM

| TESTS/MOKA3ATEJH

JTHCKOM TIOBEPX ANFOMHUHHEBOTO | IIHCKOM TIOBEPX TIOMHHHEBOTO
| KOnmadka, | KOMmMauka.
3 vears./ 3 roma.
KIT / KOMILTEKT
SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATHI

Kit package / Vnaxoska
KOMILIEKTA

Secondary package

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. /

Bropudnas ynakoBka

~

Ilo 3 ¢nakona c mpemapatom u 3
aMITYJbl ¢ PACTBOPHTENEM TOMEIIAKT B
KacceTy H3 MONHBHHWIXIOPUIA.

1 xacceTy BMecTe C HHCTPYKIMEH no
NPHMEHCHHIO [OMEMIADT B TAuky

KapTOHHYO,

Labeling/ Mapkuposka

According to the ND. / B cooTBercTBHM
C HOPMATHBHOM TOKyMEHTaUueH.

' Secondary package

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. /

Bropuuhas ynakopka

Ilo 3 ¢makona ¢ mnpenaparom u 3
aMITY/Ibl C PACTROPHTEHEM HOMEILAIT B
KacceTy W3 NOMHBHAHHMXIOpHAZ. |
KACCETY BMECTE€ C MHCTPYKIHEH o
HPHMEHECHHIO  OMEIAIOT B  MAuKy

KapTOHHYIO.

Complies as prescribed / CoorreTcTByeT
TpeDOBaHHIM
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CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIM3A

Kit storage / | For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

XpaHEHHC KOMILICKTa In the original packaging (3 vials with medical product and 3 ampoules with solvent

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

g voakosku 10 3 diakoHa ¢ peTapaToM | 3 aMiivIIel ¢ [JACTBOPMTENEM B
Kaccere:

B opHriHaIBEHO# YIIaKoBKe ((IAKOHET ¢ IPENAPATOM | aMITY/Iibl ¢ PACTBOPHTENEM B
ma4Ke) TP TeMIIepaTtype He Boile 25 °C.

Kit shelf life / a 13 year_s. The kit shelf-life is determined by the shelf-life of the medical p_roduct for
Cpoxk rojgHocTH KoMnaekTa | human use. / 3 roga. Cpok rogHOCTH KOMIUIEKTA ONIPEAeNaeTca CPOKOM FOAHOCTH
JICKAPCTBEHHOTO TIPENapaTa Oid METHIHHCKOTO MpHMEHeHHA.

Assessment: / 3axmouenne: The batch complies with the specifications according to ND JIC-000295-160721,
arnend #1 on 25,04.2023. /
Cepus cO0TBETCTBYET TpeOOBaHHAM HOpMAaTHBHOIO fokyMmeHTa JIC-000295-
160721, MameHenue Nel ot 25.04.2023.

 API name (INN) / nanmenosanune A®C (MHH): Tenoxicam / TeHokcHkaM
API manufacturer batch number / 92043421

Homep cepnu npoussoantens ADC:
FP Manufacturer API Batch number / 22105967
Howmep cepun cyGetanunn npondsogurens I'JId:
API Manufactured by & country / Edmond Pharma S.r.L., Ttaly /
Hpomeonurens ADC, ctpana: IAnmona Mapwma, C.p.JL., Uramas

Quali:f| Cantrol Supervisor

| ot — U

\q
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(R GENSENT

CERTIFICATE OF ANALYSIS/ CEPTUONKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /

HawvMeHOBaHNE HpenapaTa Boaa aia AnbeKuui (pacTBOPHUTEJIb)

Batch no./ Homep cepuu 32F1

Amount of product per batch / Paamep ;88745

CCPHH

Date of Control / Tara ananuza 08/2023

Manufacturing date / Dara nponssoactea @ 06/2023

Expiry date /laTa okOH4YaHHSA CPOKA ;052028

FOOHOCTH

Water for injections (solvent) / Bona nnst nanexunii (pacTBopHTeIb)

: TESTS / NIOKA3ATEJH SPECIFICATIONS / HOPMbI

| Description /Onucanue

Clear, colourless liquid without odor. /
I1poapaunas GecupeTHAad KUAKOCTE 6e3
3anaxa.

RESULTS / PE3YJIBTATHI

Complies / CooTBeTCTRYET

Particulate matter / MexaHH4YecKHe BKIIOYeHHA

Visible particies /
Budumvie yacmuybl

Should be absent. / JIoIKHBI OTCYTCTBOBATE.

Sub visible particles /
Hegudumure uacmuiysl

=10 pm particles /
yacTHI pasMepom > 10 MM

>25 um particles /
JACTHI] pasMepoM > 25 MKM

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

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

Absent / OTcyTCTBYIOT

42

Acidity and alkalinity /
KHCJIOTHOCTD H LIEJOUHOCTh

Reducing substances /
BocceranaBaMealomue
BellecTBa

Carbon dioxide
Vraepoga THOKCH]

Test sample should pass the test. /
HenprryeMenii obpaszen; A0KEH BEIOEPKHBATH
HCITBITAHHE.

Complies / CooTBeTcTBYET

| Test sample should pass the test. /
HcnmeiTyeMeit oOpasen aomxeH BeIAEPKHBATE
HCTIBITaHHE.

' No turbidity should be observed within 1 hour.

/ He nomskHO OBITE TIOMYTHEHHS B TEUCHHS
1 gaca.

Complies / CooTBeTcTByeT

Complies / CootBeTCTRYCT

‘Chlorides/ X.10pHabI

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

<0.5ppm

Nitrates and Nitrites/

HuTpaThl H HHTPHTBI

Sulphates / Cynsdarsl

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

No turbidity should occur within not less than
1 h. / B teucHue Be MeHee 1 yaca He IOMKHO
HabMOIATECA IOMYTHCHIC,

Ammonium / AMMOHH

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

<0.00002% (<0.2 ppm)

Complies / CootRercTBYST

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTUH®HKAT AHAJIU3A

TESTS / NOKA3SATEJIH

[ SPECIFICATIONS / HOPMbI

Calcium and magnesium /
Kaawmnii B marnnii

Pure blue color should be observed (without a
violet hue). / JomkHo HabmoaaThCA YHCTO
cHHee okpamrHeanne (0¢3 duoneToBoro
OTTEHKA).

Heavy metals/ Tsuxennie
MeTAJLILI

Cyxoii ocTaToK

Residue after evaporation / a

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

RESULTS / PE3VJBTATHI
Complies / CooTserciByer

<0.00001% (<0.1ppm)

| Not more than 0.004%, / He 6onee 0,004%.

0.000 %

Conductivity /
DJeKTPONpPOBOAHOCTE

Not more than 25 pS/cm. /
He 6onee 25 MxCuM/cM.

Extractable volume /
H3paexaeMelii 00beM

Bacterial endotoxins /

Eamepna.ﬂbume IHAOTOKCHHBE

. Sterility / Crepuiabnoctn

Packaging / Ynaxosgka

I Shelf-life / Cpm{ rOIHOCTH

Assessment: / 3axmoueHHe;

Not less than label claim (not less than 2 ml). /
He Mesee HOMHHANBHOTO (HE MEHee 2 MIT).

6 uS/em./
6 MxCwM/cM.

2ml/
2 Mn

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 EQ/Mn Boap! juis
UHBEKLIHI.

<025EU/mL/
<0.25ED/Mn

| Should be sterile. / HomxHa OBITE CTEPIIIBHOM.

Sterile / CTepuibHO.

. Primary package
2 mL of the solvent (waiter for injections) in a

colorless glass ampule type | with an orange
one-point-cut at the top of the ampule. /
Ilepprunas ¥ maxoBka

ITo 2 mn pacTROpHTENA (ROJA JUISl HHBEKLHHA} B
ammyny w3 OecuperHoro crewia, THn 1. Ha
BepXHEH UacTH aMITynbl HaHECEHA TOYKa
paznoMa OPaHMKEROTO IBETA.

5 years. / 5 net.

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. /
INeprHHAA ¥TIAKOBKA

Mo 2Mn pacteoputens (Boma I
HAHBEKITHEL) B aMIysly — M3
Oecupersoro creknma, thHn I Ha
BEPXHEH 4aCTH aMIlylsl HAHECEHA

TOYKA )a3/I0Ma OPaKeBOro 1BeTd. |

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

#1 on 25.04.2023 /

Cepus COOTBEICTBYET TpeOOBaHMIM HOpMaTHBHOTO FokyMenTa JIC-000295-160721,

Hsmenenune Nel ot 25.04.2023.

Ali Ethemoglu

Quality Cmfntrol Supervisor

¥
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GENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

Name of Product/ ‘Water for injections (solvent) /
HanmeHoBanue penapara Boja AiA MHbeKINH (pacTBOpUTE/ib)
Batch no./ Homep cepuu 32F4
Amount of product per batch / Pazmep : 90755
cepHH
Date of Control / Jara anajmza 08/2023
Manufacturing date / Mata nponzpogerea @ 06/2023
Expiry date /laTa oxoH4aHHA CpOKa : 05/2028
Q/HOCTH
Water for injections (solvent) / Bona nnasi HnLeKuHii (pacTeopHTeIb)
TESTS / IIOKA3ATEJH [ SPECIFICATIONS / HOPMEI

Description /Onucanne

RESULTS / PE3YJBTATBIL

. Clear, colourless liquid without odor. /
IMpo3pauHas HeclBeTHAA JKHAKOCTE Oe3
3amnaxa.

Complies / CooTBeTCTBYET

Particulate matter / Mexaunueckne BKJANOUEHHST

Visible particles /
Budumere uacmuyor

Should be absent. / [lojokHBI OTCYTCTBOBATE.

Absent / OTcyTcTBYIOT

Sub visible particles /
Hesudumvie wacmuyel

=10 pm particles /
JacTHI[ pasMepoM = 10 MEM

=25 um particles /
YACTHL, Pa3MEPOM = 25 MKM

Acidity and alkalinity /
KucnoTHOCTE H 1MET0YHOCTD

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

Not more than 600 particles per ampoule. /
He Gonec 600 na ammymy.

113

Test sample should pass the test. /
Hcnbrryemetit o0pazen OGECH BRIACPKHUBATE
HCIEITaHHE.

Complies / CooTBeTCcTBYET

" Reducing substances /
BoccraHaBAHBAKIIHE
BeHIE&CTBA

Test sample should pass the test. /
HenbITyeMElii oGpazer DoKeH BEIEPKHEATE
UCILITAHHE.

Carbon dioxide
Yraepona AHOKCHT

" Chlorides/ Xaopuawm
Nitrates and Nitrites/

HHTpaTl:l H HUTPHTEI

/ He gomxHO OBITH IOMYTHEHHA B TEUSHHE
1 gaca.

No turbidity should be observed within 1 hour.

Complies / CooTsercTBYET

Complies / CooTBeTcTBYET

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

<0.5ppm

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

'"Sul_phates { CyabdaTii

No turbidity should occur within not less than
1 h./ B Tegcnue He MeHee | yaca He JOKHO
HAOJIFOIATECH NOMYTHEHHAE.

<0.00002% (<0.2 ppm)

Complies / CooTpeTcTBYET

Ammeonium / AMMoOHREH

Not more than 0.6 ppm. / He Sonee 0,6¥m.

<0.6 ppm -
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GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

TESTS / HOKA3ATEJH
Calcium and magnesium /
Kaabnui ¥ Maramii

Heavy metals/ Tsxennie
METANIBL

SPECIFICATIONS / HOPMBI

| Pure blue color should be observed (without a

violet hue). / lomkHo HaOmooaTecsa YHCTO
cHHee okpalmBanie (Oe3 $proneTosoro
OTTEHKA).

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

He Gonee 0,00001 % (0,1 ppm).

RESULTS / PE3VJIBTATHI
Complies / CooTeTcTBYET

<0.00001% (<0.1ppm)

Residue after evaporation /
Cyxo# ocTaTor

Not more than 0.004%. / He 6onee 0,004%.

Conductivity /
JNeKTPONPOBOIHOCTE

Extractable volume /
| HM3BaekaeMblii 00beM

Not more than 25 pS/cm. /
He Gonee 25 MxCwm/cm.

Not less than label claim (not less than 2 ml). /
He MeHee HOMHHANLHOTO (HE MeHee 2 MIT).

0.000 %

7 uS/em./
7 MECM/CM.

2ml/
2 Mn

{= ——
Bacterial endotoxins /
BaxrepuaabHble 3HI0TOKCHHBI

[ Sterility / CTepuiasHOCTD

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 E3/Mn Bogsl mis
HHBCKIMH.

<0.25EU/mL/
<0.25E3/ mn

“Should be sterile. / JloinkHa GBITh CTEPMITEHOM.

Sterile / CtepuibHo.

' Packaging / ¥YnakoBka

Shelf-life / Cpok rogsHocTn

Assessment: / 3axiouyenue:

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. /
IepBrYHAY VIAKOBKA

TTo 2 M pacrBopUTEns (BOIA I WHECKIWH) B
amnyiay w3 GecuperHoro crexna, tAn 1. Ha
BEPXHEell 4YacTH aMIyNnbl HaHeceHa TOUKa
pa3IoMa OpaHKeBOr0 LBETA.

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. /
HepeutHas vIakoBka

Io 2 Ma pacTeopwTens (Boa A
HHBEKLIHI) B  aMmymy — H3
GecnBerHoro cTexia, THIO 1. Ha
BEPXHell 4YacTH aMIlylkl HAaHeceHa
TOYKA PA3IOMa OPAHKEBOro LBETa.

5 years. / 5 Jrer.

The batch complies with the specifications according to ND JIC-000295-160721, amend
#1 on 25.04.2023 /
Cepus cOOTBETCTRYET TpeOOBAHHAM HOpMaTHBHOIC AokyMenta JIC-000295-160721,
H3amenenue Nel ot 25.04.2023.

Ali Ethemoglu

Quality Cor}pfbl Supervisor
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