CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIH3A

Name of Product/
Hanmenopanne npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepun

Date of Control / laTa ananusza

Manufacturing date / lata
NPOH3BOACTEA

Expiry date /1aTa oxonuanusi
CpoOKa rolHOCTH

TESTS / IOKA3ZATEJIH

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPEJI®, anohHau3aT ANA IPHTOTOBJICHHA PACTBOPA 1/

HHbeRnmi, 20 mr
23H10751A
41.828,000

08.2023
08.2023

07.2026

SPECIFICATIONS / HOPMbI

RESULTS/
PE3YJBTATHI

Appearance / Onucanue

Identification / IloaanHHOCTH

Tenoxicam by HPLC /
Tenoxcurxam (BIXX)

Yellow with greenish tint lyophilized powder. / |
JIMOQHIN3HPOBAHHE TOPOIIOK JKEIToro ¢ |
3C/ICHOBATEIM OTTEHKOM LEETA.

| 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
YIEP*HBAHNS MIKa TCHOKCHKAMA Ha
XpoMaTorpaMme HCMBITYEMOTO pacTeopa
JIOIDKHO COOTBETCTBOBATE BpEMEHH
YASPKUBAHKAS TEKE TCHOKCHKAMAa Ha
XPOMATOrpaMMe CTAHIAPTHOIO pacTBopa (CM.
«PoncTrenHbIe NPHMECH?, OTIpEICTICHHE
CAMHMYHEIX TIPHMECEH H CYMMBI OPHMECEH
(254 BM)).

Complies / CooTBeTcTRYeT

Complies / CooTBercrByeT

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

UV absorption spectrum of the test solution
prepared for the Assay in the range from 230 nm
10 400 nm should have maxima at wavelengths of
257 £ 2 nm, 285 £ 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam™ test). / VY-cnextp
HOTTIOIEEHHS HCTIBITYEMOTO pacTeopa,
NPUTOTORIEHHOTO s KOMMUICCTBCHHOTO
onpeneneHud, B obGnacra or 230 uv po 400 am
IOIDKeH WMeTh MAKCHMYMEl TIPH MJIMHAX BOIH
257 £ 2umM, 285 £ 2uM u 368 £ 2umM (cM.
«KonuuecTBEHHOE ONPEACIEHYE TESHOKCHKAMAY ).

Complies / CoorBercTBYET
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CERTIFICATE OF ANALYSIS / CEPTHO®PHKAT AHAJIM3A

TESTS / HOKA3IATEJIH

SPECIFICATIONS / HOPMbI

Sodinm metabisulfite /
Hampua memaducyasghum

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 yoepkupanua IMKa

Harpus MeTabHCYNBOHTZ Ha XpoMmaTorpaMme
HCIBITYEMOTO pacrBopa JOTKHO
COOTBETCTBOBATL BpEMEHHM YIEp:KHBaHHA ITMKA
Harpus meTabucyneUTa Ha XpoMarorpamme
craggapTHore pacreopa (cM. «KomuuecTeeHHOoE
orpenerneHHe HaTpua MeTabHCynb(HTa» ).

The retention time of Sodium metabisulfite peak ,

RESULTS/
PE3VILTATEI

Complies / CooTReTCTBYET

Dissolving time / Bpems
pPACTEOPCHHA

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

' Appearance of Reconstituted

solution / Onncanue
BOCCTAHOBJEHHOTO pacTBOpa

Solution clarity /
ITpospausocTs pacTBopa

Solution Color /
IBeTHOCTE pacTBOpPA

The product should dissolve completely without "

of undissolved particles and visible particulate
matter. The solution should be clear. / [lpenapar
JOMKeH PacTBOPATHCH MOJMHOCTEIO c
OTCYTCTBHEM — HEPACTBOPEHHBIX —1HacTHI, ©Oe3
BHAMMBIX Mexanuueckux Brimouenuit. Pactsop
[IOJDKEH OBITh MPO3PAYHBIM.

29 sec /29 cex

Complies / CooTBeTCTBYET

The product solution should be clear. / Pacteop
Ipernapara JOMKEH OBITh IPO3PAUHEIM.

Complies / CootsercTByeT

The product solution should not be more
intensively colored than the reference solution
GY 1. / CTeneHb OKpackH pacTBopa MpenapaTa He
JIOJDKHA NPEBbILATE 3Tatol GY 1.

Complies / CooTReTcTBYET

pH

7.5t010.0. /071 7,5 10 10,0.

Particulate matter / MexannyeckHe BKIHYECHHUA

Visible particles /
Buoumvere uacmuys

Subvisible particles /
Hegudumbie uacmuyer

=10 pm particles/
Yactui pazMepom = 10 MkM

>25 pm particles/
YacTull pazMepoM = 25 MKM

Should be absent/ Jomkus! 0TCYTCTBORATE

Not more than 6000/vial; /
He Gonee 6000 ma dnakon;

Not more than 600/vial. /
He Honee 600 na ¢gnakon.

9,1

Absent /OTcyTCTRYIOT

33/ vial
33 / nmakon

2/ vial
2 / pnakon
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

TESTS / TIOKA3ATEIH

Related substances / PoocTeenrynbie

| 2-aminopyridine /

2-aMHHOIH PHAKH

Individual unidentified impurity /

Enunnunan

Total impurities /

SPECIFICATIONS / HOPMBI

RESULTS/
PE3YJbTATHI

NPHMECH

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

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

Not  detected / He |
o0OHapyxeHa

Below LOQ (LOQ =

0.05%) / Hmxke npenena
HEHASHTH(GUITHPOBAHHAS NPUMECH KONHHMECTBEHHOTO
onpegenenns  ([IKO =
0.05 %)
Not more than 1.0 %. / He Gomee 1,0 %. Below LOQ (LOQ =
Cymma npumeced 0.05%) / Hmxe npenena
KONMYECTBEHHOTO
onperencaus (IIKO =
0.05 %)
flnifo;mity of dosage units / The Acceptance value (AV) should be not more | AV=0.8 (n=10)
OnHOpOAROCTE A03HPOBAHHSA than 15.0. / Tlokazatens mpuemaemocTH (AV)
JomkeH ObITE He Gonee 15,0.
Not more than 3.0 %. / He 6onee 3,0 %. 1.2 %

 Water /Bona

Bacterial endotoxins /

Bamepna.m;nue IHAOTOKCHHBI

Sterility /CTepHibHOCTE

Not more than 1 EU/mg of tenoxicam. /
He Gonee 1 EB/Mr TeHokCHKaMa.

Should be sterile. / Jlo/nkeH OBITh CTEPHIBHBIM,

Assay / KoanuecTBeHHOE ONpedcieHne

<0.128 EU/mg / '
<0.128 ED/ mr |

Sterile / Creprnen |

Tenoxicam/ Ternokcuram

| 90.0% to 110.0% of C13H1N304S: (tenoxicam)
of label claim. / Ot 90,0% mo 110,0%

0,
CiaH11N304S; (TeHOKCHKAM) OT HOMHHANLHOIC 98.9 %
COACPAHNI.
Sodium metabisulfite / '85.0% to 110.0% of Sodium metabisulfite of the
Hampus mematucynoihpum label claim. / Ot 85,0 % mo 110,0 % natpus 101.8 %

MeTabucynsduTa or HOMMHATTBHOTO

COICPKaHNA.
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

TESTS / TIOKA3ATEJAHN

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJAbLTATHI

i Package / ¥YnakoBka

Primary package
20 mg of the tenoxicam in a colorless

glass wvial type I stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
[epBHunas \ HAKOBKa

Io 20 mr TeHokcHkaMa BO (akoH M3

OecliBeTHOTO CTeKna THII 1,
YKYTIOpPEHHBIH npobroii w3
OpoMOyTHmoBOii  pe3mHBL,  ofmaroH

ANTHMHHHACBBIM KOJIITAYKOM C KOHTPOJICM
[EPBOTO  BCKPBITHA H ILUIACTHKOBBIM

JHUCKOM TNOBEPX AMOMIHHCBOTO
- | xonmadka.
Shelf-life/ Cpox rognoctu 3 years. / 3 ropa.
KIT/KOMILUIEKT

| TESTS / IOKA3ATEJH

SPECIFICATIONS / HOPMbI

Kit package / VYnaxosxa
KOMIJIEKTA

Labeling/ Mapkuposka

Secondary package

3 vials with the medical product and 3
ampoules with the soivent in a polyvinyl
chloride cassette.

1 cassette with the patient information
leaflet in a carton pack. /

BropryHas ynakoska

Tlo 3 d¢naxona ¢ mnpemapatoM H 3
aMIyJsbl ¢ paCTBOPUTENEM NOMEILAIT B
KACCETY M3 MONUBUHWIXIIOPUAA.

| kacceTy BMecTe ¢ MHCTPYKUHEH NO
TIPHMEHEHHI0 [IOMEHIAIT B HauKy
KAPTOHHYH).

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. /
FHepBAyHad 4 IAKOBKA

[To 20 Mr TeHoKcHkaMa Bo (UIAKOH W3

OecuBeTHOTO CTeKIa THN I,
YKYNOPeHHbIH npobkoii H3
OpoMOyTHIORBOH  peswdsl,  obxartoli

AITIOMHUHHACBBIM KOJIIAYKOM C KOHTPOJICM
NEPBOrc BCKPBITHA H IUIACTHKOBBIM

JUACKOM HOBer ATHOMHHHEBOTO |
| KoNmavka,
_ RESULTS / PE3YJbBTATHI
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. /

Bropuynas vaxoBka
Ilo 3 d¢mnakona ¢ mnpenapatroM H 3
aMMyJIBl ¢ PACTBOPHTEIEM MOMELLAIOT B

KacceTy M3 MNONMBHHIWIXIOpHmA. |
KacceTy BMecTe ¢ HHCTpyKUHell no
NPPMECHEHHIO TOMELIAT B [adKy
KapTOHHYIO.

According to the ND. / B cooTBeTcTBIH
¢ HOPMATHUBHOH NOKYMEHTauMeH.

Complies as prescribed / CoorBercrByeT
TpeDoBaHUAM
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CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIN3A

Kit storage / For confizuration with 3 filled vials and 3 ampoules with a solvent in a cassette:
X panenue KoMIJAeKTa

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

Tlisa vnakosky 1o 3 (IIaKoHa ¢ BpenapaToM ¥ 3 aMOyIibl ¢ PacTEO[HTENEM B |
KacceTe:

B opurananeioil ynakoeke ((uakoHs! ¢ IpenapaToM M aMIyJbl ¢ PaCTBOPHTENEM B
TIAYKE) NIPH TEMIEpaType He BeILe 25 °C,

" Kit shelf life / 3 vears. The kit shelf-life is determined by the shelf-life of the medical product for
Cpok rogHocTH KoMIUIeKTa | human use. / 3 rona. Cpok rolHOCTH KOMIUIEKTa ONPEenseTcs CPOKOM FOJHOCTH
NEKAPCTBEHHOTO TIPeTapaTa 411 MeTHIHHCKOTO TIPHMEHEHL.

Assessment: / 3axnrouenue: The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /
Cepus cooTBeTcTBYeT TpeDoBaHMAM HOpMaTHRHOrO AoKymenta JIC-000295-
160721, U3sMeHenne Nel ot 25.04.2023.

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

Homep cepun npoussoaurtens APC:

FP Manufacturer API Batch number / 22105967

Howmep cepun cyGeranuun npoussogurens I'JId:

API Manufactured by & country / Edmond Pharma S.r.L., Ttaly /
IponssoanTent ADC, cTpaHa: Onmona @apma, C.p.J1., Uramis

Quality Control Supervisor

— P —
W d T P
e :__':_} [
Ot.08 lp2.)
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®
Y GENSENT

CERTIFICATE OF ANALYSIS/ CEPTH®HUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HanmenoBanue npenapara Boja giis MHbEKIEHE (PACTBOPHUTEAD)
Batch no./ Homep cepun 32A3

Amount of product per batch / Pasmep ;89995

CepHH

Date of Control / Aara anaan3a 03/2023

Manufacturing date / AaTa nponssojacTea 01/2023

Expiry date /IaTa oxoHYAHHS CPOXA 1272027

rOAHOCTH

_Description /Onucanne

Water for injections (solvent) / Bona nna mHbexknuii (pacTsopuTe.ib)

| TESTS/MOKA3ATEJH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATHI

Cle;, colourless liquid without odor. /
Tlpo3paunas HecuBeTHAT KHAKOCTE O¢3

3amaxa.

Complies / CooTBeTcTBYET

Particulate matter / MexanH'iecKHe BKJINYeHHA

Visible particles /
Buoumsie uacmuyol

Sub visible particles /
Heeudumpie wacmuiybi

>10 um particles /

=25 pm particles /

4ACTHL] PA3MEPOM = 25 MKM

Acidity and alkalinity /

KucoTHOCTL B Ie109HOCTD

yacTHl, pazmepoM = 10 MkM

Should be absent. / JIomKHET OTCYTCTBOBATE.

 Absent/ OTCYTCTRYIOT

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

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

10

Test sample should pass the test. /
HcnpiTyeMElft o0pasell JOKEH BBIICPKUBATE
HCIIBITAHHE.

Complies / CooTBeTcTBYET

Reducing substances /
BoccTanapansamie
BellleCTBA

Test sample should pass the test. /
Heneiryemsiif o0pasel] JOKEH BEIEPKHBATE
HCIBITAHKE,

| Carbon dioxide
Yraepona AHOKCHA

Chlorides/ Xaopuanl

Nitrates and Nitrites/

HHTpaTBLI H HUTPHTEI

No turbidity should be observed within 1 hour.

/ He momxHO OBITE TOMYTHEHHA B TEUeHHE
1 vaca.

Complies / CooTBeTcTBy€ET

Complies / CooTBeTCTRYET

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

<0.5ppm

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

<0.00002% (<0.2 ppm)

Sulphates / Cyandatel

No turbidity should occur within not less than
1 h. / B Tevenue He MeHee | aca He JODKHO
HaOJIIOATHCH IOMYTHEHHE,

Ammonium / AMMoOHMI

Not more thanﬁppm. / He Gonee 0,6 ppm.

Complies / CooTBeTCTBYET

<0.6 ppm
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®
RGENSENT

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIN3A

TESTS / TIOKA3ATEJIHA

SPECIFICATIONS /f HOPMbI

RESULTS / PE3YJBTATHI

Calcium and magnesium /
Kansunii B maruai

Pure blue color should be observed (without a
violet hue). / JlomkHo HAaONHOAATECT YHCTO
curee okpamusanue (6e3 gpHoneToROTO
OTTEHKA).

Complies / CooteercTByeT

Heavy metals/ Taacennie
MeTaLIbI

Not more than 0.060001 % (0.1 ppm). /
He 6omee 0,00001 % {0,1 ppm).

<0.00001% (<¢.1ppm)

Residue after evaporation / ) Not more than 0.004%. / He 6omee 0,004%. 0.001 %
Cyxoii ocTaTOK
Conductivity / | Not more than 25 pS/cm. / 1 uSfem./
DIeKTPONPOBOAHOCTD He 6omee 25 MxCm/cm. 1 MxCm/cM.
Extractable volume / Not less than label claim (not less than 2 ml}). / 2ml/
H3Biexaemblii 00nem He meHee HOMHHAIEHOTO (He MeHee 2 MJT). 2 Mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025 EU/mL/
BakrepuajbHbie SHIOTOKCHHLI | injections. / He 6omee 0,25 ES/Mn Bojwt s <0.25E2/Mn

HHBEKITHIL.

Sterility / Crepnarnocts

Packaging / YnakoBka

| Shelf-life / Cpox roanoctn

Assessment: / 3aRIFOUCHHE:

Should be sterile. / JomxHa ObITE CTEPIWILHOH.

Sterile / CrepmisHo.

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. /
[lepprupan yOakoBKa

Mo 2 mMn pacteoputens (Boaa iUl MHBEKIUA) B
ammymy w3 OecuperHoro crewnia, tun I Ha
BepXHEH HacTh  amIyliel HaHeceHa TOYKa
| pa3ioMa OpAIDKEBOTO 1IBETA.

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. /
[TeppryuHan ¥ NAKOBKA

[To 2 mn pactBOpMTENa (BOmA ANA
HHBEKIH#) B ammyny M3
GecupeTtHoro c¢rexia, THO 1. Ha
BepxXHel YacTH aMITylbl HaHeceHa
TOYKA a3/IOMa OpiaHkeBOTO LIBETA.

5 years. / 5 ner,

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

#1 on 25.04.2023 /

Cepus cooTBeTCTBYET TpeSOBaHHAM HOpPMATHBHOTO FokymeHTa JIC-000295-160721,

Hzmenenue Nel ot 25.04.2023.

Ali Ethemoglu

Quality C@r]ﬁ fiperv @5}

@ GE " EE
50 tag San Ticaret A.S.
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EGeNseNT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumeHoBaHHe npenapara Boga aia HHbeKIHii (pacTBOPHTEAR)
Batch no./ Homep cepun 32A4
Amount of product per batch / Paamep 89626
cepHH
Date of Control / laTa anamnza 03/2023
Manufacturing date / laTa mpoussoacTea 01/2023
Expiry date /lara okoH4YaHHS CPOKa 1272027
TOIHOCTH
Water for injections (solvent) / Bona nist HHBex1Hii (pacTBOpPHTENDb)
TESTS / HOKA3ATEJIH SPECIFICATIONS / HOPMbI

' Description /Onncanne

Clear, colourless liquid without odor. /
ITpospaunas GeclpeTHAA KUAKOCTL O3
3anaxa.

~ RESULTS/PE3YJIbTATHI

Complies / CooTBercTByET

Particulate matter / Mexann4yeckHe BKJIIOYEHHA

Visible particles /
Buoumuie wacmuysl

Should be absent. / JOImKHEL OTCYTCTBOBATE.

Sub visible particles /
Hesuoumvie vacmuyol

>10 pm particles /

4acTHI pasMepoM = 10 MkMm

>25 pm particles /
YacTHI] pazsMepoM = 25 MKM

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

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

Acidity and alkalinity /
KHeaoTHOCTL H IHEN0YHOCTH

Test sample should pass the test. /
HenbiTyeMEnit oGpa3sel] TomKeH BHACPXKUBATD
HCIBITAHHE.

Absent / OTcyTCTBYIOT

Complies / CootBerciByeT

Reducing substances /
BoccranasimBalonine
BeNIeCTBA

Carbon dioxide
Yraepoga AHOKCHI

Test sample should pass the test. /
HcnberryeMelii odpasell 1OMKER BRIACPKNBATE
HCIBITARKE,

Complies / CooTBeTCTRBYET

/ He 0omKHO ObITE IOMYTHEHHS B TEVEHHE
1 gaca.

| Chlorides/ XJ10pHABI

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

Nitrates and Nitrites/

HHTpATB! H HHTPHTBI

Sulphates / CyandaTei

Ammonium / AMMOHMH

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

No turbidity should be observed within 1 hour.

Complies / CootsercrByeT

<(,.5ppm
<0.00002% (<0.2 ppm)

_'|' No turbidity should occur within not less than
1 h. / B TedenHe He MeHee | 4aca HE IOKHO
Ha0moaaThCA IOMYTHEHHE.

Complies / CooTBeTcTBYET

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

<0.6 ppm
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®
R GENSENT

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Shelf-life / Cpok roanoctn

Assessment: / 3akmoueHue;

15 years. / 5 ner.

. TESTS/NOKA3ATEJH SPECIFICATIONS /f HOPMBI _RE§ULTS fPE3YJIBTATLI
Calcium and magpesium / Pure blue color should be observed (without a Complies / CooTBeTCTBYET
Kaupouil 1 MATHHI violet hue). / Jlomxrao nabnroaatecd YHCTO

cuHee oxpaimsanue {6e3 duoneTosoro
OTTCHKA).

| Heavy metals/ Tsireante Not more than 0.00001 % (0.1 ppm). / ' <0.00001% (<0.1ppm)
METALIBI He 6omee 0,00001 % (0,1 ppm).

Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxoii ocTaTor

Conductivity / Not more than 25 uS/em. / 9 uS/em./
DJIeKTPONpOBOIHOCTD He Gonee 25 MxCwm/cm., 9 MxCm/cM.
'Extractable volume / | Not less than label claim (not Iess than 2 ml). / 2ml/
H3Baexaembiii 0dbem He MeHee HoMKBHANBHOTO (He MeHee 2 MIT). 2 Mn

‘Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <025EU/mL/
BaxTepuajbible JHA0TOKCHHEBI | injections. / He onee 0,25 ED/Ma Boge! ms <0.25E2/mMn

HHBEKIHH.

my / CTepHaBHOCTE ~ | Should be sterile. / HomxHa ObITE CTEPHIBHOM. Sterile / CrepHngHO.

Packaging / ¥YnakoBka . Primary package Primary package

2 mL of the solvent (water for injections) ina | 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 1 with an orange one-
[TepBHYHAS YV NAKOBKA point-cut at the top of the ampule. /
1o 2 Mn pacTBopuTeNs (BOE2 IS HHLeKImIT) B | llepBUyHAad vIaKOBKA

amnyny u3 GecuperHoro crekia, THn I Ha | ITo 2 mn pacreopurens (Boma ons
BepXHEel vacTH  aMiylibl HAaHeceHa Touka | HHBEKIME) B aMmmyny w3
PpazioMa opamKeBoro LpeTa. Hecupernoro crewna, o J. Ha
BEPXHEH YacTH aMIy/Tbl HAHECEHA
TOUKA [a3]I0Ma OpaHKeBOTO 11BeTa.

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

Hsmenenne Nel or 25.04.2023,
Ali Ethemoglu

Quality Cartfol Superviso
QW)

20Nk

-
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