Diaco

BIOFARMACEUTICI
Ne Quality characteristics / Regulatory documentation requirement / Results / PesyabTaT
XapakTepucTHKH sikocTi | BuMorn HopMaTHBHOT JOKYMeHTANIT
8 06’em, mo BuTAryerbesi / | He MeHIe HoMiHabHOTO 06’ €My / 105 mn (Biamosinae)
Extractable volume Not less than than nominal volume 105 ml (Comply)
9 KinbkicHe BUBHaYeHHsI: /
Assay:
Harpiro xnopupn / Binx 8,55 mr/mi mo 9,45 mr/mi / 9,07 mr/mit
Sodium Chloride from 8,55 mg/ml to 9,45 mg/ml 9,07 g/ml
10 | MexaHiuHi BKJIIOUeHHS: /
Mechanical inclusions:
Bupumi / IIpo3opuit po34rH, IO NPAKTUIHO HE MiCTHTh Bigmosigae /
BKJIFOUEHb / Comply
Visible particles Transparent solution which practically does not contain
inclusions

HeBuanmi /
Invisible particles
06'em 100 ma /
Volume 100 ml

CepenHs KiIBKIiCTh YaCTOK B IOCHiIXKyBaHiii mpo0i He
nepepuinye 6000 B 1 koHTelHepi U1 4aCTOK poO3MipoM
10 MmxM Ta He nepeBuiLye 600 s 4acTOK po3MipoM 25
MKM /

Particles measuring > 10 pm - < 6000 particles/container | 844 (Biamosimac)
844 (Comply)

Particles measuring > 25 pum - < 600 particles/container | 25 (Biamosizac)
25 (Comply)

11 | Crepunsbhicts / Sterility IIpenapat Mae BUTpAMYBaTH BUNIPOOyBaHHA Ha CrepunsHuit
CTEPIIIBHICTS /
It must be sterile Sterile
12 | BakrepianbHi menue 0,5 ME/min / <0,06
€HI0TOKCHHM / Less than 0,5 IU/ml <0,06

Bacterial endotoxins

Comments / ITpumiTka: ¢
3«

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. The
materials used in manufacturing process of the drug product are not derived from animal which are susceptible to
Transmissible Spongiform Encephalopathy (TSE) and Bovine Spongiform Encephalopathy (BSE).

This batch is released to transport to LLC Medical Center "MTK".

[lum g migTBEpIKyr0, IO HaBeleHa BMINE iH(OpMamis € JOCTOBIpHOI Ta TowHOW. Ll mapTtis npomykuii Gyna
BUTOTOBJIEHA, BKJIIOYAlOYM YIAKOBKY/MapKyBaHHA Ta KOHTPOJNb SIKOCTI Ha BMINE3a3HAYEHOMY Micli B IIOBHii
BimnosigHocTi 10 BuMor GMP MicmeBoro peryistopHoro oprany Ta crneuudikauiii PeecTpaimiHoro mocsimgdeHHS.
IIpoTokonu BUpOGHHULITBA, YNIAKOBKM Ta KOHTPOJIO SKOCTI OYJiM TEpErisAaHyTi Ta BU3HAHI TAKMMM, IIO BiAMOBIAAIOTh
GMP. Marepianu, MO BUKOPHCTOBYIOTHCS y BHPOOHMYIOMY MPOLEC Ui BUPOOHMITBA JIKApCHKUX 3acOo0iB He €
MaTepiajlaMy TBAPHHHOTO MOXODKEHHS, 1[0 HECYTh PU3HK HassBHOCTI TpancMmicuBHOI ry6uaToi ennedanonarii (TSE) Ta
I'y6uactomnoni6Hoi eHuedanonarii Benukoi poratoi xyxoou (BSE).

BumiesasHaueHa cepis 103BoJIeHa 0 B1szaHTa>1<eHH7no TOB I@HH‘IHHH neHTp «M.T.K.»

Qualified person / YioBHOBaxkeHa ocoba Lm& L, 17 / %) 2
(Luigi Pezzola) / %rgnatu:e) datey [

DIACO BIOFARMACEUTICI SRL
Via flaV]-a, 124 - 34147 Trieste Diaco Biofarmaceutici s.r.1.
o 1 o 14 Via Flavia, 124 - 34147 Trieste (I
ﬂF e PWA 0122‘5303?’0 Telefmm:li39a\(,)120 8996.1 - Fax: :5695 (;34(0)827325

Cap. Soc. € 100.000,00i.v. - R.E.A. 133730
CF.eP.IVA 01221530320



Diaco

BIOFARMACEUTICI

CERTIFICATE OF ANALYSIS /
CEPTU®IKAT SIKOCTI
Ne 2023/12/18/03

Product name /
Hasga nikapcskoro 3acoGy

Marketing authorization number / Homep
peecTpauiiHOro mocBiqYeHHs
Strength/Potency / Cunia aii/akTUBHICTB
Dosage form / Jlikapcbka ¢dopma
Container type / Bug ynakoBku

Filling volume / O6’em HanoBHeHHS

Lot / Homep cepii

Manufactured Quantity /

BurotoBiena KifibKicTb

Date of Manufacture / lata Bupo6HHITBa
Expiry date / Tepmin npugaTHocTi

Release date / Jlata Buaay4i 103B0J1y Ha peaJtizauiio

Customer / 3aMOBHUK

Importing country / Kpaina, mo iMmnoprye
Manufacturer: /
Bupo6unk

Address: / Aapeca:

Number of Manufacturing License /

Howmep niuensii Ha BUPOGHHUITBO JIIKAPCHKHX
3acobiB

Number of GMP compliance certificate /

Homep cepTudikary BignoBinHocTi BUpoOHHITBA
JiKapcbKHX 3aco6iB Bumoram GMP

Conclusion Ukraine GMP certificate number /
Bucnosok: Homep ceprudixary HBII B Ykpaini:

SODIUM CHLORIDE, solution for infusion, 9 mg/ml, 100
ml in glass bottles

HATPIXO XJIOPU/L, po3uun [uis iHdy3it, 9 Mr/mi, mo
100 M1 y CKISIHUX IDIAOIKAX

UA/17767/01/01

9 mg/ml / 9 mr/mn

solution for infusion / pozuun ms iHQy3iit
glass bottles / ckIIsHI TIAMIKH

100 ml / 100 mn

23887

35 420 bottles / 35 420 wismox

11.2023
10.2026
19.12.2023

Medical Center “M.T.K.” LLC / TOB Menuaamit neHrp
«M.T.K.»

Ukraine / YkpaiHa

DIACO BIOFARMACEUTICIS.R.L./

JIAKO BIO®PAPMAYEVTIUI C.P.JL.

VIA FLAVIA, 124, TRIESTE (TS), 34147, Italy /

BIA ®JIABIA, 124, TPIECT (TC), 34147, Itanis

aM —38/2020 from 26/03/2020

IT/54/H/2020 from 04.08.2020

602/2021/C-1410 from 22.12.2021

Ne | Quality characteristics / Regulatory documentation requirement / Results / PesyabTaTt
XapakTepucTuku sikocti | BumMorn HopMaTHBHOI AOKYMeEHTALT

1 Onmuc / be3b6apsHa, mpo3opa piauna / Binmnoginmae /
Appearance Clear, colorless liquid Comply

2 InenTudnkauis /
Identification:
Harpiit / A. INpenapar nae peaxuito (a) Ha HaTpiid / Binnosigae /
Sodium A. Typical reaction is allowed to Sodium Comply
Xotopuay / B. Mae Bignosigatu Bumoram / Bignosigae /
Chlorides B. It must comply with the requirements Comply

3 IIpo3opicTs / IIpenapat mae 6yt npozopum / Bignoeinae /
Transparency Product must be transparent Comply

4 Ctyninb 3a6apBJieHHs / IIpenmapat mae 6yTu 6e36apBHEM / Bignosinae /
Degree of coloration Product must be colorless Comply

5 pH Bix 4,50 mo 7,00 / from 4,50 to 7,00 5,8

6 3anizo / Iron He 6inbmre 2 ppm / Not more than 2 ppm <2

7 Baxki meTasu / He 6inbmie 10 ppm / Not more than10 ppm < 10443
Heavy metals

) BIOFARMACEUTICI SRI
/i Flavia, 124 - 34147 Trieste
.F e PIVA 01221530320

Diaco Biofarmaceutici s.r.L.

Via Flavia, 124 - 34147 Trieste (I)
Telefono: +39 040 8996.1 - Fax: +39 040 827325
Cap. Soc. € 100.000,00 i.v. - RE.A. 133730
CF.eP.IVA 01221530320




JAEPKABHA CJIYKBA 3 JIIKAPCbBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npoB. Hanii Ceitmuusoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPIIOY 37079055

BUCHOBOK
PO SIKiCTh BBE3€HOI'0 B YKPAiHy JIIKapChbKOIo 3aco0y

04.01.2024 Ne 380/24/26

HATPIIO XJIOPU/]

(HaliMeHyBaHHS MKapChKOro 3ac00y 3T1IHO 3 PEECTPALliHHIM ITOCBITYEHHIM)
po3uMH A7 iHdy3iit, 9 mr/mir, mo 100 Ml Yy CRISHMX TVISITKAX

{opma BUITYCKy, [O3YBaHHA, BHJI TTAaKyBaHH JIKapCHKOTO 3ac00y)
Howmep peectpamiiinoro nocsiguerns UA/17767/01/01 ctpox aii peectparniiinoro nocsimuenns 21.11.2024
Cepis mixkapcpkoro 3acoby Ne 23887 KinbkicTs BBe3eHOTO Tikapchkoro 3acoby 35420

Bupo6Hik JIIAKO BIOODAPMAUYEYTIUI C.p.o1., Itamis

(HafiMeHyBaHHA BHPOOHHKA TIKapChKOTO 3ac00y, KpaiHa TOXOIKEHHST)

Beeseno B Ykpainy ToBapHCcTBO 3 06MesKkeHO0I0 BinnosizabHicTio "METHUHNI
IHEHTP "M.T.K.", inenrt. kox: 21633086

(HafimeHyBaHHA Ta KoJ 3a €J[PTIOY ropuamuHOi oco6H abo TPi3BHIIE, iM'd, TI0 GaThKOBL (isHIHOI
OCOBH - MATIPHEMIIL, ii MicIle TPOKHBAaHHS Ta peecTparliiHIi HOMep OOMKOBOI KapTKH TUIaTHHKA
TOJaTKIB 200 cepid Ta HOMEP IacIiopra)

IIpoTokoa BisyanbHoro koutposuo Big 04.01.2024 Ne 2/2.

3a pesynbTaTaMM JAepPIKaBHOTO KOHTPOMIO BCTAHOBIEHO, IO JIKAPCHKMI 3aci0 BBe3eHO B YKpaiHy 3

AOTPHMAaHHAM BHMOTI 3aKOHOJABCTBA MIOT0 3a6e3Meye HHS SIKOCT] JIIKApChKUX 3aCO0iIB.

HavanpHuk Muxkosa XOJOJEHKO

(TrocamoBa 0coba OpraHy JAepKaBHOTO KOHTPOITIO) (T armc) (iHiI[iaTH Ta TTPi3BHIIIE)

M.IL




Diaco

BIOFARMACEUTICI

CERTIFICATE OF ANALYSIS /

CEPTH®IKAT SIKOCTI
Ne 2024/02/20/03

Product name /
Hasga snikapcbkoro 3aco6y

Marketing authorization number / Homep
peecTpaniifHOro nocBig4eHHs
Strength/Potency / Cuna nii/akTuBHicTs
Dosage form / Jlikapcska dopma
Container type / Bun ynakoBku

Filling volume / O6’em HanoBHeHHs1

Lot / Homep cepii

Manufactured Quantity /

Burotoriiena kinbkicts

Date of Manufacture / lata Bupo6HuITBa
Expiry date / Tepmin npugaThocTi

Release date / Jata Bugaui no3sony na peaJiizauiro

Customer / 3amoBHUK

Importing country / Kpaina, mo immoprye
Manufacturer: /
Bupoouuk

Address: / Agpeca:

Number of Manufacturing License /

Homep siuensii Ha BHPOGHUUTBO JikapcbKHX
3aco0iB

Number of GMP compliance certificate /

Homep ceprudikaty BinmosinuocTi BHPOOHHITBA
JiKapcbKUX 3aco6iB BHMoram GMP

Conclusion Ukraine GMP certificate number /
Bucnosok: Homep ceprudixary HBII B Ykpaini:

SODIUM CHLORIDE, solution for infusion, 9 mg/ml, 100
ml in glass bottles

HATPIIO XJIOPUJ, posuus as indys3iit, 9 Mr/mi, no
100 M1 y CKISIHUX MsIKax

UA/17767/01/01

9 mg/ml /9 mr/mn

solution for infusion / posunn ans iudysiit
glass bottles / cksani miAmKm

100 ml/ 100 mn

240056

35 620 bottles / 35 620 mwsmok

02.2024
01.2027
21.02.2024

Medical Center “M.T.K.” LLC / TOB MexuaHuii LEeHTp
«M.T.K.»

Ukraine / Yxpaina

DIACO BIOFARMACEUTICI S.R.L./

HIAKO BIO®APMAYEYTIYI C.P.JL

VIAFLAVIA, 124, TRIESTE (TS), 34147, Italy /

BIA ®JIABIA, 124, TPIECT (TC), 34147, Itanis

aM — 38/2020 from 26/03/2020

IT/54/H/2020 from 04.08.2020

602/2021/C-1410 from 22.12.2021

Ne | Quality characteristics / Regulatory documentation requirement / Results / Pe3ysabTat
XapaKTepHCTHKH sIKoeTi | Bumoru HOPMAaTHBHOI J0KYMeHTAa Lii

1 Onuc / Besbapena, nposopa piguna / Binnoginae /
Appearance Clear, colorless liquid Comply

5) InenTuduxanis /
Identification:
Hartpitii / A. Tlpenapat nae peakuito (a) Ha HaTpiit / Binmnosinae /
Sodium A. Typical reaction is allowed to Sodium Comply
Xnopuau / B. Mae Bigmnosinatu Bumorawm / Bignoginae /
Chlorides B. It must comply with the requirements Comply

3 IIpo3opicts / IIpenapaT mae Gytu nposopum / Binmosinae /
Transparency Product must be transparent Comply

4 Cryninb 3a6apsJienns / IMpenapat mMae GyTu 6e36apBHUM / Binmosigae /
Degree of coloration Product must be colorless Comply

5 pH Bin 4,50 1o 7,00 / from 4,50 to 7,00 5,8

6 3anizo / Iron He 6inbwe 2 ppm / Not more than 2 ppm <2

7 Bakki meTanu / He 6inbme 10 ppm / Not more than10 ppm <10
Heavy metals

NTACO RINFARMACEUTICI SRL

Diaco Biofarmaceutici s.r.l.
Via Flavia, 124 - 34147 Trieste (I)
Telefonn: +29 N4N RAQA 1 _ Bav. £20 N4AN 02799




Diaco

BIOFARMACEUTICI
Ne | Quality characteristics / Regulatory documentation requirement / Results / PesyabTaT
XapakTepucTHkH sikocTi | Bumorn HOPMaTHBHOI JOKYMeHTALil
8 006’em, o BuTAryeThes / | He MeHmIIe HOMIHATBHOTO 00’emy / 105 mn (Bigmosinae)
Extractable volume Not less than than nominal volume 105 ml (Comply)
9 Kinbkicue Bu3sHavenns: /
Assay:
Hartpito xopun / Bix 8,55 mMr/mi 10 9,45 mr/mi / 8,99 Mr/mn
Sodium Chloride from 8,55 mg/ml to 9,45 mg/ml 8,99 g/ml
10 | Mexaniuni Bk1I0OYeHHS: /
Mechanical inclusions:
Buaumi / IIpo3opHuii po34mH, M0 NPAKTHYHO HE MICTHTH Bingnoginae /
BKJIFOYEHB / Comply
Visible particles Transparent solution which practically does not contain
inclusions
HeBunumi / . ; s 1
P . CepenHs KiNbKiCTh 9acTOK B OCTI Ky BaHi it npo6i He
Invisible particles ek :
nepesuinye 6000 B 1 KOHTEHHEpI A1 9acTOK po3MipoMm
Of'ce 100. s/ 10 Mxm Ta He mepesumye 600 s 9acTok po3mipom 25
Volume 100 ml s
Particles measuring > 10 pm - < 6000 particles/container | 880 (Bigmoginae)
880 (Comply)
Particles measuring > 25 pm - < 600 particles/container | 35 (Binnoginae)
35 (Comply)
11 | Crepunbhicts / Sterility Ipenapar mae BuTpUMyBaTH BUNPOGYBaHHS Ha CrepunbHuii
CTEPHIIBHICTS /
It must be sterile Sterile
12 | bakrepianbni menmre 0,5 ME/mn / <0,06
€HAOTOKCHHH / Less than 0,5 IU/ml <0,06
Bacterial endotoxins

Comments / [pumiTka:

M-A

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. The
materials used in manufacturing process of the drug product are not derived from animal which are susceptible to
Transmissible Spongiform Encephalopathy (TSE) and Bovine Spongiform Encephalopathy (BSE).

This batch is released to transport to LLC Medical Center "MTK".

[luM A MiATBEPIKYIO, WO HaBemeHa BHIIe iHpopMmalis e nocToBipHOW Ta TouHOMX. Lix napris npomykuii Gyma
BHTOTOBJICHA, BKIIOYAI0YH YNAKOBKy/MapKyBaHHS Ta KOHTPONb AKOCTI Ha BHUINE3a3HAYECHOMY MICIli B IOBHili
BiAmoBinHOCTI 10 BAMOr GMP MicueBoro PETYJIATOPHOrO oprasy Ta cneuudikauiift PeecTpaniHoro mocsimueHHs.
IIpoTokonu BUpOGHHUITBA, yrakoBKH Ta KOHTPOIIO AKOCTi Oy MeperfiaHyTi Ta BU3HAHI TAKMMH, IO BiZINOBinar0TH
GMP. Marepiamm, mo BUKOPHCTOBYFOTHCA y BHPOOHMYOMY NpOLECi Il BHPOGHHLTBA TKapChKUX 3acobiB He €
MaTepiaiamMy TBAPUHHOTO MOXOIKEHHS, [0 HECYTh pU3HK HasBHOCTI TpaHcMicuBHOI ryGuatoi ennedaronarii (TSE) ta
I'y6uacTononiGHoi ennedanonarii Benukoi poraroi xyno6u (BSE).

Bumesasnauena cepis no3Bonena 1o BixBaHTaMkeH s 10 TQ@"C}II/HHI/H‘/’I ueHTp «M.T.K.»

{/PZ (2024

(date)

Qualified person / YnoBHOBaxkeHa ocoba
(Luigi Pezzola)

DIACO BIOFARMACEUTI.CI SR1
Via Flavia, 124 - 34147 Trieste

MTITA N1001 EoN0ON

Diaco Biofarmaceutici s.r.l.
Via Flavia, 124 - 34147 Trieste (I)

~T Telefonn: +29 N4N RAQA 1 _ Fav. 120 NAN02799F



JEPXABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Hanii Ceitimunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €ZIPTIOY 37079055

BUCHOBOK
Npo sIKicTH BBE3€HOro B YKpaiHy JiKapchbKoro 3acody

05.03.2024 Ne 10764/24/26

HATPIIO XJIOPU/I

(HaiiMeHyBaHHS JlikapCbKOIo 3aco0y 3TijIHO 3 PEECTPalifHUM MOCBiZMEHHSIM)
po3umH I ingys3ii, 9 mr/mi, no 100 ma y CKASHEX IIAIMKAxX

(popma BunycKy, 103yBaHHsl, BUL NAKY BAHHS JlikapcbKoro 3acody)
Homep peectpauiiinoro nocsimuenns UA/17767/01/01 crpox nii peectpauiiitoro nocsinuenns 21.11.2024
Cepis nikapcskoro 3acoby Ne 240056 KinbKicTb BBe3eHOr0 Jlikapebkoro 3acoby 35620

BHpoGHHK JIIAKO BIO®APMAYEYTIYI C.p.i., Itamis

(HaiiMeHyBaHHs BUPOGHHKA JIIKapCbKOro 3aco0y, kpaiha MOXO/UKCHHS)

Beeseno B Ykpaiiy ToBapHCTBO 3 0GMEKEHOI0 BiNOBIAAIBLHICTIO "MEJUYHUN
IEHTP "M.T.K.", inent. koa: 21633086

(naiiMenyBaHHs Ta Koz 3a €/IPTIOY I0pHAKMYHOT 0c06H abo npissuLLe, iM'A, N0 6arbkoBi (izuunol
0cobu - ninpuemuy, ii MicLe NpoXKUBaHHA Ta peecrpauiiituii HoMep 001iKOBOT KapTKH IJIATHHKA
' noparkis a6o cepisi Ta HOMEp NacrnopTa)

[pOTOKOJ Bi3yaabHOIr0 KOHTPOJIIO Bl 05.03.2024 N 766/2.

3a pesyNbTaTaM JIEPKABHOTO KOHTPOMO  BCTAaHOBJICHO, wo JNikapgpkuil 3aci6 BBeseHo B VYkpaiHy 3

JOTPHMAHHAM BHMOT 3aKOHOIABCTBA 1o/10 3a6e3neyeHHs AKOCTI NKgPChbKUX 3ac00iB.

Muxkona XOJIOAEHKO

(nianuc) (iniuiand Ta npissuiLe)




Diaco

BIOFARMACEUTICI

CERTIFICATE OF ANALYSIS/
CEPTH®IKAT SAKOCTI
Ne 2024/02/21/01

Product name /
Hassa nikapebkoro 3acody

Marketing authorization number / Homep
peecTpauiifHOro MoCBix4YeHHs
Strength/Potency / Cuna gii/akTHBHiCTB
Dosage form / Jlikapcbka gopma
Container type / Bua ynakoBku

Filling volume / O6’eM HanoBHeHHsI

Lot / Homep cepii

Manufactured Quantity /

BuroroBiena kiibKicTh

Date of Manufacture / /lata BUpoGHHIITBA
Expiry date / Tepmin npuaaTHocTi

Release date / Jlata BHAa4i K03BOJY Ha peani3auiio

Customer / 3aMOBHHK

Importing country / Kpaina, mo immoprye
Manufacturer: /
Bupoounk

Address: / Aapeca:

Number of Manufacturing License /

Howmep nineHsii Ha BHPOOHUITBO JTIKapCHKHX
3ac00iB

Number of GMP compliance certificate /

Homep cepTudikaTty BinnoBigHoCcTI BHPOOHHLTBA
JIiKapcbKHX 3ac00iB BuMoram GMP

Conclusion Ukraine GMP certificate number /
Bucnosok: Homep ceprudikaty HBII B Ykpaini:

SODIUM CHLORIDE, solution for infusion, 9 mg/ml, 100
ml in glass bottles

HATPIIO XJIOPU]L, po3uuH s iHdy3iit, 9 Mr/mi, 1o
100 M1 y CKIAHUX TUISAIIKAX

UA/17767/01/01

9 mg/ml /9 mr/mn

solution for infusion / po3uus s iHdys3iii
glass bottles / ckyisHI msAIIKA

100 m1/ 100 mn

240057

35 060 bottles / 35 060 rwisgmox

02.2024
01.2027
21.02.2024

Medical Center “M.T.K.” LLC / TOB Meau4Huii ueHTp
«M.T.K.»

Ukraine / Yxpaina

DIACO BIOFARMACEUTICI S.R.L./

JIAKO BIO®APMAYEVTIUI C.P.JL.

VIA FLAVIA, 124, TRIESTE (TS), 34147, Italy /

BIA ®JIABIA, 124, TPIECT (TC), 34147, Itanis

aM — 38/2020 from 26/03/2020

IT/54/H/2020 from 04.08.2020

425/2023/C-1410 from 27.07.2023

Ne | Quality characteristics / Regulatory documentation requirement / Results / PesyabTaT
XapaKTepHCTHKH sIKOCTi | BHMOru HopMaTHBHOI NOKYMeHTAWIT

1 Onmuc / Be3bapeHa, npo3opa piguna / Bignosinae /
Appearance Clear, colorless liquid Comply

2 InenTunduxanis /
Identification:
Harpiii / A. Ilpenapat nae peakuito (a) Ha HaTpii / Binnosinae /
Sodium A. Typical reaction is allowed to Sodium Comply
Xnopunwu / B. Mae BinnoBigate BuMoram / Binmnosinae /
Chlorides B. It must comply with the requirements Comply

3 IIposopicTs / IMpenapar mae 6yTu npo3opum / Binmosinae /
Transparency Product must be transparent Comply

4 Crtyninb 3a0apBJieHHs / ITpenapar mae OyTu 6e36apBHAM / Binmnoginae /
Degree of coloration Product must be colorless Comply

5 pH Bix 4,50 mo 7,00 / from 4,50 to 7,00

6 3aizo / Iron He 6insme 2 ppm / Not more than 2 ppm

7 Basxki meTasu / He 6imsme 10 ppm / Not more than10 ppm
Heavy metals

Diaco Biofarmaceutici s.r.l.
Via Flavia, 124 - 34147 Trieste (I)
Telafann: +20 N4N RAQA 1 - Fav: +20 NAN 272728

DIACO BIOFARMACEUTICI SRI




Diaco

BIOFARMACEUTICI
Ne | Quality characteristics / Regulatory documentation requirement / Results / PesyabTaT
XapakTepUCTHKH siKOcTi | BHMorn HopMaTHBHOI JOKyMeHTauil
8 00’em, mo BuTsATyeThest / | He MeHIme HOMiHAIBHOTO 06’ €My / 102 mn (Binmogiznae)
Extractable volume Not less than than nominal volume 102 ml (Comply)
9 KinbkicHe Bu3HaueHHs: /
Assay:
Harpiro xmopun / Bix 8,55 mr/mit 10 9,45 mr/mu / 8,98 mr/mn
Sodium Chloride from 8,55 mg/ml to 9,45 mg/ml 8,98 g/ml
10 | MexaniyHi BKJIIOYeHHs: /
Mechanical inclusions:
Bupnmi / ITpo3opuii po34mH, MO NPAKTHIHO HE MiCTHTb Binmnosigae /
BKJIFOUEHB / Comply
Visible particles Transparent solution which practically does not contain
inclusions

HeBuanmi /
Invisible particles
006'em 100 M /
Volume 100 ml

CepenHs KiTBbKICTh 9aCTOK B TOCIIDKYBaHiM mpobi He
nepepuinye 6000 B 1 koHTeHEP] IS 9aCTOK PO3MipoM
10 MxM T2 He mepesuimye 600 mis 9acTok po3mipom 25

MKM /
Particles measuring > 10 um - < 6000 particles/container | 552 (Bixnosinae)
552 (Comply)
Particles measuring > 25 pum - < 600 particles/container | 24 (Biamosizac)
24 (Comply)
11 | Crepuasbnicts / Sterility [MpenapaTt Mae BUTpUMYBaTH BUIIPOOYBaHHA Ha CrepunbHuit
CTepUIBHICTE /
It must be sterile Sterile
12 | BakrepianbHi menme 0,5 ME/mn / <0,06
€HIOTOKCHHH / Less than 0,5 IU/ml <0,06
Bacterial endotoxins
Comments / [IpumiTtka: .
NoA,

[ hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. The
materials used in manufacturing process of the drug product are not derived from animal which are susceptible to
Transmissible Spongiform Encephalopathy (TSE) and Bovine Spongiform Encephalopathy (BSE).

This batch is released to transport to LLC Medical Center "MTK".

Llum s miaTBepIKyro, IO HaBeleHa BHINe iH(OpMalis € NOCTOBIPHOK Ta TouHOK. Llg mapris mpomykmii 6yna
BUTOTOBJICHA, BKIIFOYAOYM YIIAKOBKY/MAapKyBaHHA Ta KOHTPOJb SKOCTI Ha BHINE3a3HAYEHOMY MICIi B IOBHiH
BianosigHocti 1o Bumor GMP micueBoro peryasTopHoro oprady Ta crneuudikaniii PeecTpalliHOro mocBimgueHHs.
IMpoTokonu BUPOOHMIITBA, YIAKOBKH Ta KOHTPOJIIO SIKOCTI OyJIM TEpEeryisHyTi Ta BU3HAHI TAKMMH, IO BiANOBiZAOTH
GMP. Marepiann, mo BHKOPHCTOBYIOTHCA y BHPOOHHYOMY NpOLECi [Uli BHPOOHMUTBA JIKAPCHKHX 3ac00iB HE €
MaTepiallaMi TBaDHHHOTO MOXODKEHHs, 0 HECYTh PU3UK HasBHOCTI TpaHcMickBHOT ry64aToi ennedanonarii (TSE) Ta
I'y64actononi6Hoi eHnedanonartii Benukoi poratoi xyno6u (BSE).

Buinesaznauena cepis 103BoJIeHa 10 BinBaHTakeHHS 10 TOB Mennunuii uentp « M. T.K.»

/'\ /
. ’ £
Qualified person / ViopHoBaxkeHa 0co6a Z o o /‘QAXQ//\ 2 Jeo2 1—84 :

(Luigi Pezzola) ‘Ksignature) (date)

DIACO BIOFARMACEUTICI 8R!,
. : iy Diaco Biofarmaceutici s.r.L
Via Flavia, 124 - 34147 Trieste Via Flavia, 124 - 34147 Trieste (1)
AT TITTL AdAA4 wAAAAA Telefann: +39 N40 R99QA 1 - Fav: +20 N4N R27228




JAEPXKABHA CJIYXXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npoe. Hanii Ceitinuutoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €ZIPTIOY 37079055

BUCHOBOK
IIPO SIKiCTh BBE3€HOro B Y KpaiHy JIIKapcbKOro 3acody

05.03.2024 Ne 10770/24/26

HATPIIO XJVIOPUJL

(HaliMeHyBaHHs JiKapcLKOro 3acofy 3riZHo 3 peccTpallifHuM NOCBiAYEHHAM)
po3uuH s ingysiii, 9 Mr/mir, no 100 MJ1 y CKISIHEX ILISIITKAX

(popma BUMyCKY, J03yBaHHs, BU/L AKy BaHHs! J1ikapchkoro 3acoly)
Homep peecrpaiiinoro nocsinuenns UA/17767/01/01 crpok aii peectpauiiinoro nocsinuenss 21.11.2024
Cepis nikapcbkoro 3aco6y Ne 240057 KinbkicTs BBe3eHOr0 Jikapchkoro 3acoby 24980

BupoGHuKk JIIAKO BIOOAPMAYEVTIUI C.p.i., ITanis

(naiiMenyBanns BUpoOHUKa JlikapchKoro 3acoly, kpailia 1HOXOJIKCHHS)

BeeseHo B Ykpainy ToBapuCTBO 3 00MEKEHOI0 BiANOBIAILHICTIO "MEJAYHUANA
IHHEHTP "M.T.K.", inent. koa: 21633086

(nadiMenyBanns Ta koa 3a €JIPTIOY 1opuanuHoi 0ocobu aGo npissuie, im'a, no 6aTbkoBi dizuunof
0CO6HM - miznpHeMIt, Ti Micue NPOXKHBAHHS Ta PEECTPALLIHHAI HOMED 061iKOBOT KapTKH IJIaTHUKA
nojarkis abo cepis Ta HOMEp nacrnopra)

INporokon sizyansnoro koutpoio sin 05.03.2024 Ne 766/3.

3a pe3y/sbTataMH  JIEPKABHOTO ~ KOHTPOJIIO ~ BCTaHOBJICHO, 1LO nikapcbkuii  3aci®d BBe3eHO B Ykpaiiy 3

JOTPHMAHHSM BUMOT 3aKOHOABCTBA L1010 3a6e3neueHHs AKOCT)/HKapChKHX 3aco0iB.

Muxkona XOJIOAEHKO

A
(nianuc) (iniuiany Ta npi3suILe)




CERTIFICATE OF ANALYSIS /
CEPTH®IKAT SAKOCTI
Ne 2024/02/26/01

Product name /
Hassa nikapcekoro sacofy

Marketing authorization number / Homep
peecTpauiiinoro nocsiguenus:
Strength/Potency / Cuna aii/akTupnicrs
Dosage form / Jlikapcbka dopma
Container type / Bua ynaxosku

Filling volume / O6'em nanosHenus

Lot / Homep cepii

Manufactured Quantity /

Burorosirena kiibkiers

Date of Manufacture / lata pupobunursa
Expiry date / Tepmin npuxarnocri

Release date / [lata suaayvi 103800y Ha peanidauio

Customer / 3amoBuuk

Importing country / Kpaiua, wo iMnoprye
Manufacturer: /
Bupotuux

Address: / Agpeca:

Number of Manufacturing License /

Howmep nineusii na supobunuTeo NIKapChKHX
3acobin

Number of GMP compliance certificate /

Homep ceprudikaty sianorianocri BHpOOHHEITB2
Jikapesknx 3acobis Bumoram GMP

Conclusion Ukraine GMP certificate number /
Bucnosok: Homep ceprudicary HBIT & Ywpaiui:

SODIUM CHLORIDE, solution for infusion, 9 mg/ml, 100
ml in glass battles

HATPIIO XJIOPHU]L, posunn mis indysii, 9 Mr/wr, ro
100 mn y cxusamx nnswxax

UA/17767/01/01

9 mg/ml /9 mr/vn

solution for infusion / posunn nya iudpyii
glass bottles / cknani miaurky

100 ml/ 100 mn

240064

35 360 bottles / 35 360 nusmox

02.2024
01.2027
26.02.2024

Medical Center “M.T.K.” LLC / TOB Meanunuii HEHTp
«M.T.K.»

Ukraine / Yxpaina

DIACO BIOFARMACEUTICI S.R.L. /

JIAKO BIO®APMAYEVYTIYI C.P.J1.

VIAFLAVIA, 124, TRIESTE (TS), 34147, Italy /

BIA @JIABIA, 124, TPIECT (TC), 34147, Itania

aM - 38/2020 from 26/03/2020

IT/54/1/2020 from 04.08.2020

425/2023/C-1410 from 27.07.2023

Ne | Quality characteristics / Regulatory documentation requirement / Results / Pesynbrar
XapakrepueTury akoeti | Bumorn HOPMATHBHOT JOKYMeHTau{

1 Onne / Beabapsua, nposopa pinnna / Binnmosigae /
Appearance Clear, colorless liquid Comply

2 Inentuguxaunis /
Identification:
Harpiit / A. Ilperapar nae peaxitino (a) Ha Hatpiii / Binnoninae /
Sodium A. Typical reaction is allowed to Sodium Comply
Xnopunu / B. Mae Binnosinats sumoram / Bixnosinae /
Chlorides B. It must comply with the requirements Comply

3 [Tposopicts / [penapat Mae Gytu nposopuy / Bixnosinae /
Transparency Product must be transparent Comply

4 Crynine 3abapsiienns / Tipenapar mae 6yTn Ges6apprum / Bianosinae /
Degree of coloration Product must be colorless Comply

5 pH Bin 4,50 no 7,00 / from 4,50 to 7,00 5,9

6 3anizo / Iron He Ginbie 2 ppm / Not more than 2 ppm <2

7 Baskwki mertanu / He Ginbue 10 ppm / Not more than10 ppm
Heavy metals




Quality charaeteristics /
XapaKTepHCTHKH AKOCTI

Regulatory documentation requirement /
Bumorn nopmarusnol aoxymeutanil

| Results / Peayasrar

8 O06%em, mio BuTAryerses / | He MeHmme HOMiHaIbHOMO 00 emy / 104 mn (Bignosinae)
Extractable volume Not less than than nominal volume 104 m] (Comply)
9 Kinbciciie Bm3navenus; /
Assay:
Harpito xnopwuna / Bin 8,55 Mr/mi 10 9,45 mMr/mn / 9,03 mr/ma
Sodium Chloride from 8,55 mg/ml to 9 45 mg/ml 9,03 ¢/ml
10 | Mexaniuni Braodenns: /
Mechanical inclusions:
Bunumi / TTposopuit po3uny, uto npaxTHuno He micTurs Bianopigae /
BKJIIOUCHD / Comply
Visible particles Transparent solution which practically does not contain
inclusions
Hesumiwi / 20,01 ; - -
s : Cepenns KinbKiCTh HacTOK B JOCTi Ay Bakiit npodi ne
Invisible particles S £
O6'em 100 w1 / mepesuurye 6000 8 1 xourenepi nus yacTok posMipoM
Vilume 100 ui 10 mxm Ta He nepesnurye 600 wis 4acTok posmipom 25
MKM /
Particles measuring > 10 um - < 6000 particles/container | 749 (Binmosimae)
749 (Comply)
Particles measuring > 25 ym - < 600 particles/container | 35 (Bianosizae)
35 (Comply)
11 | Crepunbnicrs / Sterility [Tpenapar mae BuTpuMyBaTi BUNPOOYBAHHS HA | CrepuibHuit
CTEPHIIBHICTE / i
It must be sterile | Sterile
12  Baxrepiaasui menme 0,5 ME/mn / l < 0,06
CHAOTOKCHIH / Less than 0,5 1U/ml | < 0,06

Bacterial endotoxins

!

Comments / [Tpumirtka:

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full compliance with the
JMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. The
materials used in manufacturing process of the drug product are not derived from animal which are susceptible to
Transmissible Spongiform Encephalopathy (TSE) and Bovine Spongiform Encephalopathy (BSE).

This batch is released to transport to LLC Medical Center "MTK".

HuM 8 nigrsepmxyro, 1o HaeZeHa Bume IHQOpPMaLlT € JOCTOBIPHOIO Ta TOMHOMW. La nmapris npomyxuii 6yna
BHTOTOBJIEHA, BK/LOYAIOMH YITAKOBKY/MapKyBaHHA Ta KOHTPOIb AKOCTI Ha BHILE2a3HAYEHOMY MiCUi B NOBHIH
BianosiaHocTi 1o Bumor GMP micuesoro PETYNIATOPHOro oprady Ta creuudixaniit PeecTpauinoro nocsimuenss,
Hporokonu BupoGHULTRA, YNAKOBKH Ta KOHTPOJIO AKOCT] Gy MeperisHyTi Ta BUIHAHI TaKMMH, 1O BIZNOBIAAIOTE
GMP. Marepiang, o BHKOPHCTOBYIOTCA Y BHUPOOHHYOMY MpOLEC] WA BHPOSHMITBA JHKApChKUX 3acofis He €
MarepiasaMi TBAPHHHOTO TIOXO0MKEHHS, [0 HECYTh pH3KK HanBHoCT! Tpanemicusroi ry6uaroi entiepanonarii (TSE) Ta
I'yGuacrononiGuoi enuedanonarii senuxot poratoi xynobu (BSE).

Buitiesasnauena cepis 1038osena 10 sinsantakenns g0 TOB Meanunmii uentp «M.T.K.»

Qualified person / VnosHosaxena oco6a e o
(Luigi Pezzola) /

Diaco Biofas
iy 7




JEPXKABHA CJIYXKBA 3 JIIKAPCbBKHUX 3ACOBIB
- TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs kyiv@dls.gov.ua, Kon €AIPTIOY 37079055

BUCHOBOK
Nnpo sIKicTL BBe3eHOro B YKpaiHy JlikapchKoro 3acody
14.03.2024 Ne 12950/24/26
HATPIIO XJIOPHU/L

(HalMEHYBaHHA JIIKApCLKOro 3aco0y 3riaHo 3 peecTpattiiii iy NOCBIIMCHHSAM)
po3uMH s iHQy3iit, 9 Mr/ma, 1o 100 MJ1 y CKASHHX IVISUIKAX

(hopMa BUNYCKy, 103y BAHHSA, BHIL aKyBaHHS 1iKapChKOro 3aco0y)
Homep peectpauiittoro nocginuenns UA/] 7767/01/01 crpok nii peectpauiiinoro noceinvenns 21.11.2024
Cepis nikapchkoro 3acody Ne 240064 KiabkicTb BBe3eHoro nikapebkoro 3acody 27800

Bupo6HHUK JIIAKO BIO®APMAUYEYTIYI C.p.n., lTais

(nafiMeHyBaHHs BUPOOHHKA JIIKapCLKOro 3acofy, kKpaiHa NOXOAKCHHS)

BeeseHo B Ykpainy ToBapuCTBO 3 06MEXKEHOI0 BiNOBIAAILHICTIO "MEJUYHUN
LHEHTP "M.T.K.", inenr. koa: 21633086

(naiimenyBanns Ta koA 3a €JIPIIOY wopnanunoi 0coGu a6 Npi3zBUILE. IM'A. N0 HaTHKOBI
iznunoi ocobu - nianpuemus, i MiCUE MPOKUBANNS TA peccrpauiiinuii Homep 00aikoBoi
KaPTKM [IaTHUKA N0AaTKiB abo cepis Ta nomep nacnopra)

TMpoTOKOA Bi3yaLHOrO KOHTPOIIO Bil 14.03.2024 Ne 855/3.

3a pesyibTaTaMH [IEPXKABHOTO KOHTPOJIO  BCTAHOBJICHO. L1O nikapcbkuii  3acié  BBE3CHO B Vkpainy 3
AOTPHMAHHSAM BUMOT 3aKOHOAABCTBA LIOAO0 3abe3neveHHa AKOCTi Jika

bKHX 3ac00iB.

Mukona XOJIOJIEHKO

(nijnme) (inittiany Ta npi3zsHuLIc)




BIO

MACEUTICH

CERTIFICATE OF ANALYSIS /
CEPTH®IKAT AKOCTI
Ne 2024/02/22/03

Product name /
Hassa aikapeskoro zacoby

Marketing authorization number / Homep
peecTpauii Horo NOCBiAYeHHs
Strength/Potency / Cuna fii/akrusuicrs
Dosage form / Jlikapeska dopma
Container type / Bun ynaxkoexn

Filling volume / O6’em uanoshenus

Lot/ Homep cepil

Manufactured Quantity /

Burorossiena kiibkicTs

Date of Manufacture / J{lata su poGuuuTBa
Expiry date / Tepmin npugatHocTi

Release date / [lata Bugaui noirony na peasrizauiro

Customer / 3amMoBHHE

Importing country / Kpaina, wo iMnoprye
Manufacturer: /
Bupobunx

Address: / Anpeca:

Number of Manufacturing License /

Homep niuensii wa BupoSruuTtso nikapenknx
3acobiB

Number of GMP compliance certificate /

Howmep ceprutikaTy Biznosianocri BUpOOHHUTRA
aikapesKux 3aco6is sumoram GMP

Conclusion Ukraine GMP certificate number /
Bucuosox: Homep ceprudixaty HBII B Yxpaini:

SODIUM CHLORIDE, solution for infusion, 9 mg/ml, {00
mi in glass bottles

HATPIO XJIOPUN, posunm ana indysiit, 9 mr/ma, no
100 M y cxmiaux nusmkax

UA/17767/01/01

9 mg/ml/ 9 mr/ima

solution for infusion / posunn s indysiit
glass bottles / cxnani nupstmxn

100 m1/ 100 ma

240060

35 240 bottles / 35 240 mstriox

02.2024
01.2027
22.02.2024

Medical Center “M.T.K.” LLC / TOB Meauunuii LIeHTD
«M.T.K.»

Ukraine / Yxpaina

DIACO BIOFARMACEUTICI S.R.L. /

JIAKO BIO®APMAYEYTIVI C.PJL

VIA FLAVIA, 124, TRIESTE (TS), 34147, Italy /

BIA ®JIABIA, 124, TPIECT (TC), 34147, lranis

aM — 3872020 from 26/03/2020

IT/54/H/2020 from 04.08.2020

425/2023/C-1410 from 27.07.2023

Ne | Quality characteristics / Regulatory documentation requirement / Results / PesyanTaT
XapakTtepucTnku sikoeri | Bumory HOPMATHBHOT JOKYMEHTALIT

1 Onuce / besbapeHa, npo3opa pixuna / Binnosinae /
Appearance Clear, colorless liquid Comply

2 InenTudurauis /
Identification:
Harpiit / A. Ilpenapar nae peakuiio (a) Ha narpiii / Bianosinae /
Sodium A. Typical reaction is allowed to Sodium Comply
Xnopunwu / B. Mae Binnosinatu BuMoram / Bianosinae /
Chlorides B. It must comply with the requirements Comply

3 Ilpoasopicrs / [lpenapar mae Gy Tu nposopum / Binnosinae /
Transparency Product must be transparent Comply

4 Crynins 3a6apeiiedns / [penapar Mae GyTu Gesbapprum / Binnosinae /
Degree of coloration Product must be colorless Comply

5 pH Bia 4,50 1o 7,00 / from 4,50 to 7,00 59

6 3anizo / Iron He Ginblue 2 ppm / Not more than 2 ppm <2

7 Baxki metanu / He Ginpire 10 ppm / Not more than10 ppm <10
Heavy metals




BIOFARMALCEL

Ne | Quality characteristics / Regulatory documentation requirement / Results / Pesyasrar
Xapaxrepucruxu sikocri | Bumoru HOPMaTHBHOI JOKYMeHTauil
8 O6’em, o BuTsIryeThest / | He Meniie HOMIHATEHOTO ob’emy / 106 Mz (Biznosisag)
Extractable volume Not less than than nominal volume 106 ml (Comply)
9 Kinbkicue Buanauenust: /
Assay:
Harpiro xs1opnn / Big 8,55 Mr/mn 10 9,45 mr/mn / 9,04 mrimn
Sodium Chloride from 8,55 mg/ml to 9,45 mg/ml! 9,04 g/ml
10 | Mexauiuni snouennsn: /
Mechanical inclusions:
Buaumi / [Tpo3opuit po3vHH, 1O MPAKTHIHO HE MICTHTS Binnosigae /
BKIIIOYEHD, / Comply
Visible particles Transparent solution which practically does not contain
inclusions
Hesummmi / o ’ i ;
o ; Cepeaus KinbKicTs 4aCTOK B 20CIDKYBARIN IpoGi He
Invisible particles oy ;
i nepesuutye 6000 B 1 konTeitHepi W% 9acTOX PoaMipom
D@ em 100 st ¢ 10 MxM Ta He mepesuiye 600 s yacToxk po3mipom 25
Volume 100 mli . ' R
MEKM /
Particles measuring > 10 um - < 6000 particles/container | 515 (Bianosinae)
515 (Comply)
Particles measuring > 25 um - < 600 particles/container | 14 (Binnorinae)
14 (Comply)
11 | Crepuasuicts / Sterility Ipenapar Mae BUTPHMYBATH RUNPOBYBAHHS HA CrepunsHni
CTEPUNLHICTD /
It must be sterile Sterile
12 | Bakrepiansui Mmenwe 0,5 ME/mn / < 0,06
€HA0TOKCHHY / Less than 0,5 IU/m] <0,06

Bacterial endotoxins

Comments / TIpumirtxka;

Al a .

I hereby certify that the
manufactured, including packaging/labeling and quality control at
GMP requirements of the local Regulatory Authority and with th
batch processing,

materials used in manufacturing

packaging and analysis records were reviewed and found

process of the drug product are not derived from animal
Transmissible Spongiform Encephalopathy

This batch is released to transport to LLC Medical Center "MTK".

[luv 51 minrBepIkyro, WO HaBejAeHa BHING indopmalis € [OCTOBIpHOW Ta TouHOM. lla napris npoxyxuii Gyna
BHTOTOBITCHA, BIUIOYAIOYH  YNAKOBKY/MAPKYBAHHA T4 KOHTPONb SKOCTI Ha BUILE3a3HAUCHOMY MicLl
sianosianocTi no BuMor GMP Micuesoro pery
[Tporokonn BUpOOHMITRA, YIIAKOBKK Ta KOHTPO.
GMP. Marepianu, mo BUKOPHCTOBYIOTECH y B
MarepiaiaMu TBAPHHHOTO MOXO/DKEHHS, L0 HeC

I'yGuactononibrol enuedanonatii Benuxot poratoi xyaobu (BSE).
Bumesasnadena cepis nosonena o Bi}lBaH’l‘a}Keﬂ}{ﬂ no TOB"Menwanuit nenrp « M.T.K.»
{ — e

!

Qualified person / Vnosuosaxena ocoba

(Luigi Pezzola)

(date)

above information is authentic and accurate. This batch of product has been
the above mentioned site in full compliance with the
¢ specifications in the Marketing Authorization. The
to be in compliance with GMP. The
which are susceptible to
(TSE) and Bovine Spongiform Encephalopathy (BSE).

B TIOBHIM
AATOPHOTO oOprany Ta crieuw(ikailiii PecctpaniHoro nocBigueHus,
O SKOCT] Oy/iM nepersiisiHyTi T4 BH3HAHI TAKHMH, 10 BiAMOBIARIOTH
UpOGHHYOMY nNpoleci ULl BUPOGHMITBA NiKAPCHKHX 3acoBiB He ¢
YTb PU3HK HaaBHOCTI TpaHcmicusHOT ryGuaroi enuedanomarii (TSE) ta



JAEPXKABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KU€BI

npo.. Hanii Ceitiuunofi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €/IPTIOY 37079055

BUCHOBOK
Npo SIKiCTh BBE3€HOro B Y KpaiHy JlikapcbKoro 3acody
08.03.2024 Ne 11753/24/26
HATPIIO XJIOPUJL

(naliMeHyBaHHs JIiKapcbKoro 3acofy 3riHO 3 peecTpattiiHiM N0CBIAYCHHAM)
po3unH js iHdy3ii, 9 Mr/ma, mo 100 MJ1 y CKISHHX IUISIIKAX

((hopma BUIYCKy, 103yBaHHs, BUIL NaKyBaHHA J1iKapcbKOro 3acoby)
Homep peecrpauiiinoro nocsimuenns UA/17767/01/01 crpok nii peectpauiiitoro nocsinuenns 21.11.2024
Cepis nikapcbkoro 3aco6y Ne 240060 KinbkicTs BBe3eHOTO Nikapchkoro 3acoby 2480

Bupo6Huk JIIAKO BIO®APMAYEYTIUI C.p.x., ITanis

(HaiiMeHyBaHHs BAPOOHHKA JIIKapCbKOTO 3aco0y, KpaiHa NOXOAKCHHSI)

Beeseno B Ykpainy ToBapuCTBO 3 00MEKEHOI0 BiIMOBIJAIBHICTIO "MEJUYHUI
IEHTP "M.T.K.", ixent. xon: 21633086

(HaiiMeHyBaHHs Ta Koz 3a €IPTIOY ropuanuHoi 0cobn abo npizsuuie, iM's, 110 GaTbKoBi
(hizuunoi 0CO6H - NiANpHeMLS, T MICILE IPOKUBAHHS Ta pecCrpauiinui Homep o0nikoBOT
KApTKH IUIaTHUKa N10aTKiB aGo cepisi Ta HOMEp nacropra)

IpoTokon Bisyansuoro kontpomio Bin 08.03.2024 Ne 767/4.

3a pesynbTaTamMu JEPKABHOTO KOHTPONIO BCTAHOBJIEHO, WIO JiKAPChKHH 3aci0 BBE3¢HO B VYKpaiHy 3
JOTPHUMAHHSM BUMOT 3aKOHOJIABCTBA LIO/0 3a0esnedeHHs SKOCTi JIKAPCbKUX 3ac00is.

/

Muxkona XOJIOJJEHKO

(mianuce) (iHiuiany Ta mpi3BuULIC)




MACEUTIC

CERTIFICATE OF ANALYSIS /
CEPTH®IKAT SIKOCTI
Ne 2024/02/22/02

Product name /
Hasea srikapeskoro 3acofy

Marketing authorization number / Homep
peecTpauiiinoro nocsigyenns
Strength/Potency / Cuaa aii/aktusuicts
Dosage form / Jlikapebka dopma
Container type / Bua ynakosxu

Filling volume / 06’ em nanosuensns

Lot / Homep cepii

Manufactured Quantity /

BuroTosnena xisibkicrs

Date of Manufacture / lata supo6unursa
Expiry date / Tepmin npugatuocti

Release date / Jata puaaui no3sony wa peanizauito

Customer / 3amMoBuuk

Importing country / Kpaina, mo iMnoprye
Manufacturer: /
Bupobunk

Address: / Axpeca:

Number of Manufacturing License /

Homep sinensii ua supobuuurso NIKapeBKUX
3acobiB

Number of GMP compliance certificate /

Homep ceprudirary signosianocti supobunursa
JiKapebkux 3acobis sumoram GMP

Conclusion Ukraine GMP certificate number /
Bucnosok: Homep ceprudixary HBIT & Yxpaiui:

SODIUM CHLORIDE, solution for infusion, 9 mg/ml, 100
ml in glass bottles

HATPIIO XJIOPH]L, posuns anst indiy3iit, 9 mr/mi, no
100 Mt y ckasnHux masumkax

UA/17767/01/01

9 mg/ml/ 9 mr/Mn

solution for infusion / posdun mu ingysii
glass bottles / cknani nasmxu

100 m1/ 100 mn

240059

35 140 bottles / 35 140 ruitmox

02.2024
01.2027
23.02.2024

Medical Center “M.T.K.” LLC/ TOB Menmuuuii LEHTP
«M.T.K.»

Ukraine / Vkpaina

DIACO BIOFARMACEUTICIS.R.L. /

AIAKO BIODAPMAYEVTIYI C.P.JI.

VIA FLAVIA, 124, TRIESTE (TS), 34147, Italy /

BIA ®JIABIA, 124, TPIECT (TC), 34147, Ttanis

aM —38/2020 from 26/03/2020

IT/54/H/2020 from 04.08.2020

425/2023/C-1410 from 27.07.2023

Ne | Quality characteristics / Regulatory documentation requirement / Results / PesyabTaT
XapaxTepucTukH sikocti | Bumorn HOPMATHBHOI JOKYMeHTALIT

1 Onuc/ Bes6apsha, mposzopa pinuna / Binnosipae /
Appearance Clear, colorless liquid Comply

2 Inenrudnranis /
Identification:
Harpiit / A. Tlpenapar nae peakuiro (2) Ha Hatpiii / Binnosinae /
Sodium A. Typical reaction is allowed to Sodium Comply
Xnopuau / B. Mae Biarosinary sumoram / Bixnogiaae /
Chlorides B. It must comply with the requirements Comply

3 Hpo3opicTs / Hpenapat mae 6y ti npozopum / Bianosinae /
Transparency Product must be transparent Comply

4 Crynins 3a6apsienns / [lpenapat mae 6y tu Ge3Gapruim / Bianosigae /
Degree of coloration Product must be colorless Comply

5 pH 811 4,50 o 7,00 / from 4,50 to 7,00 5.8

6 3anize / Iron He Sintwe 2 ppm / Not more than 2 ppm <2

s Baski meranu / He Ginbwe 10 ppm / Not more than10 ppm < 10
Heavy metals -

O BIOFPARMACEUTI




Ne | Quality characteristics / Regulatory documentation requirement / Results / Pesyabrat
XapakTepHCTHRH sikoeTi | Bumornu HOPMATHUBHOT JOKYMeHTa L]

8 0O6’em, mo Butaryerses / | He MeHe HOMIHAIBHOLO o6’emy / 103 Mt (Bianosinae)
Extractable volume Not less than than nominal volume 103 ml (Comply)
9 KiabxicHe pusnavenus: /
Assay:
Harpiro xnopun / Bix 8,55 mr/ma no 9,45 mr/mn / 8,94 mr/mn
Sodium Chloride from 8,55 mg/ml to 9,45 mg/ml 8,94 g/ml

10 | Mexaniuni skmiouenus: /
Mechanical inclusions:

Buami / [Ipo3opuit po34uH, MO NPaKTHYHO He MICTHTS Binnosizae /
BKIIOYEHb / Comply
Visible particles Transparent solution which practically does not contain
inclusions

Hesngnmi / S . i3 s
=4 g Cepenns KinbkicTs UacTok B HoCHiDkyBaHil npobi He
Invisible particles

el D e e it
Volume 100 ml MKI;U 5 PCBHILTY e po3mMIp 5
Particles measuring > 10 pm - < 6000 particles/container | 754 (Bianosipac)
754 (Comply)

Particles measuring > 25 pm - < 600 particles/container | 29 (Bianosizae)

29 (Comply)
11 | Crepuassicts / Sterility [penapar mMac BurpuMysaT BUNpoOyBaHHs Ha CrepunbHuit
CTEPWIBHICTB /
It must be sterile Sterile
12 | baxrepianbhi meHre 0,5 ME/Mn / <(,06
eHAOTOKCHHY / Less than 0,5 TU/ml < 0,06

Bacterial endotoxins

Comments / TIpumiTka: T

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. The
materials used in manufacturing process of the drug product are not derived from animal which are susceptible to
Transmissible Spongiform Encephalopathy (TSE) and Bovine Spongiform Encephalopathy (BSE).

This batch is released to transport to LLC Medical Center "MTK".

UM 1 MIATBEPIKYIO, IO HABENGHA BHIE IH(POpMALA € HOCTOBIPHOIO Ta TOuHO. Lix napris npoaykuii Gyna
BUIOTOBJICHA, BK/IOYAIOYH YNAKOBKY/MapKyBaHHi T4 KOHTPOIb AKOCTI Ha BUILE3a3HAUEHOMY MiCUi B MOBHIil
Bianosinuocti Ko Bumor GMP micuesoro PeryiaTOpHOIrO oprady Ta crnenu@ikauii Peectpanidoro nocsiguenus.
[Tporokonn BUPOGHMITRA, YNAKOBKY Ta KOHTPOMIO SKOCTI OyNIM NEeperIAHYTI Ta BH3HAHI TAKMMH, WO BiANOBiZAIOTH
GMP. Marepiain, 1O BHKOPHCTOBYIOTHCS Y BUPOGHWYOMY TPOLECi JUisi BUPOOHMITBA JKAPCHKUX 38c0BiE He €
MaTepianaMi TBAPHHHOTO TOXOWKEHHS, 1O HeCYTh PU3HK HAABHOCTI Tpaucmicusroi ryGuaroi enuedanonartii (TSE) Ta
lyBuacrononiGuoi entredpanonarii senvxoi poraroi xyzo6u (BSE).

Bresasnavena cepisn no3sosena o BinpanTaxenns 10 TOB Me it uertp «M.T.K.»

P £ 7

Qualified person / VnosHosaxena ocoba [ o-pr eyl >
(Lu1g1 'Pezzola) [ vjf’(signa;um) :




JAEPKABHA CJIYXKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hauii Ceitnuunoi, 3, 02099, tesn. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
Nnpo sIKiCTh BBE3€HOro B Y KpaiHy JikapcbKoro 3acody
08.03.2024 Ne 11752/24/26
HATPIIO XJIOPUI

(HaliMeHyBaHHSI JIIKApCLKOro 3aco0y 3riJIHO 3 PECCTPALLIHHUM NOCBIANCHHIM)
po3umH st indys3ii, 9 mr/ma, mo 100 mJ1 y CKISIHEX ILISINIKAX

((popma BUIIYCKY, JI03yBaHHs, BHJL [TAKyBaHHS JIIkapchkoro 3acoby)
Homep peecrpauiiinoro nocsinuennss UA/17767/01/01 crpox nii peectpauiiinoro nocsinuenns 21.11.2024
Cepis nikapcbkoro 3acoby Ne 240059 KinbkicTh BBe3eHOro nikapcskoro 3acoby 35140

Bupo6uuk JIIAKO BIO®PAPMAYEYTIYI C.p.i., ITanis

(naiimenyBanus BUPOOHHKa JlikapchKoro 3aco0y, kpaiHa [oXopKeHHs!)

Baeseno B Ykpaity ToBapucTBO 3 00MekeHol0 BianosizaasuicTio "MEANYHUH
IHEHTP "M.T.K.", inent. koa: 21633086
(naiiMenysanns Ta koj1 3a C/IPTIOY 1opuunoi ocobu abo npizsuuie, imM's, ro darbKoBi
izuunoi 0co6H - nignpuemiu, it MicHE NPOXKHUBaNHS Ta peccTpauiitmi Homep 06uikoBOT
KapTKH NjaTHHKA N0AATKiB ab0 cepisi Ta HOMEp nacnopra)

MpoTokoa Bisyannuoro kourpomio Bin 08.03.2024 Ne 767/3.

3a pesyNbTaTaMH JIEPKABHOTO KOHTPOIO BCTAHOBIEHO, WO Jlikapchkuii 3aci6  BBE3CHO B Vkpaidy 3

JAOTPHMAaHHAM OHO/IABCTBA 11010 3a6e3neueHHs AKOCTI JlikapepKHUX 3aco0iB.

/
Muxona XOJIO/IEHKO

(nijgnuc) (ininiany Ta npisBuuLe)




Diaco

BIOFARMACEUTICI

CERTIFICATE OF ANALYSIS /
CEPTU®IKAT SIKOCTI
Ne 2024/05/14/03

Product name /
Hassa nikapcbkoro 3aco0y

Marketing authorization number / Homep
peecTpaliiHOro MOCBiTYeHHs
Strength/Potency / Cuna aii/akTuBHicTH
Dosage form / Jlikapcbka ¢opma
Container type / Bua ynakoBku

Filling volume / O6’em HanoBHeHHs

Lot / Homep cepii

Manufactured Quantity /

BuroroBJieHa KiJibKicTh

Date of Manufacture / lata BupoGHUITBA
Expiry date / Tepmin npugatHocri

Release date / Jlata Buaau4i 1o3souy Ha peasizauiio

Customer / 3aMOBHHK

Importing country / Kpaina, mo imnoprye
Manufacturer: /
Bupo6unk

Address: / Anpeca:

Number of Manufacturing License /

Homep Jtinensii Ha BHPOGHANTBO JIiKapchKHX
3aco0iB

Number of GMP compliance certificate /

Homep ceprudikary BianosinHocTti Bupo6HHITBA
JIiKapcbKHUX 3ac06iB Bumoram GMP

Conclusion Ukraine GMP certificate number /
BucHosok: Homep ceprudixaty HBII B Ykpaini:

SODIUM CHLORIDE, solution for infusion, 9 mg/ml, 100
ml in glass bottles

HATPIIO XJIOPU]I, po3uuH s indysiit, 9 Mr/mi, o
100 M7 y CKIISHHX TUISIIKaX

UA/17767/01/01

9 mg/ml /9 mr/mn

solution for infusion / po3uun wis indysiit
glass bottles / ckistHi MK

100 ml/ 100 mn

240260

33 740 bottles / 33 740 mnsimok

04.2024
03.2027
14.05.2024

Medical Center “M.T.K.” LLC / TOB Menu4nuii ieHTp
«M.T.K.»

Ukraine / Ykpaina

DIACO BIOFARMACEUTICI S.R.L./

JIAKO BIO®APMAYEYTIUI C.P.JL

VIA FLAVIA, 124, TRIESTE (TS), 34147, Italy /

BIA ®JIABIA, 124, TPIECT (TC), 34147, Itanis

aM — 38/2020 from 26/03/2020

IT/54/H/2020 from 04.08.2020

215/2024/C-461 from 03.04.2024

Ne | Quality characteristics / Regulatory documentation requirement / Results / Pe3ysibTat
XapakTepuCTHKH SIKOCTi | BHMOrH HOpMAaTHBHOI TOKyMeHTALIT

1 Onuc / besbapBHa, npo3opa pinwza / Binnosinae /
Appearance Clear, colorless liquid Comply

2 InenTudukauis /
Identification:
Harpiit / A. lpenapat nae peaxuiro (a) Ha HaTpiii / Binnoginae /
Sodium A. Typical reaction is allowed to Sodium Comply
Xnopunu / B. Mae Binnosinatu Bumoram / Binmnosinae /
Chlorides B. It must comply with the requirements Comply

3 IIpo3opicTs / [penapat mae GyTu npo3opum / Bigmosinae /
Transparency Product must be transparent Comply

4 Cryninb 3a6apBJienns / INpenapat mae OyTu Ge36apBHIM / Binnosinae /
Degree of coloration Product must be colorless

5 pH Bix 4,50 mo 7,00 / from 4,50 to 7,00

6 3agizo / Iron He 6inpmie 2 ppm / Not more than 2 ppm

T Baxki meTasu / He 6inpme 10 ppm / Not more than10 ppm
Heavy metals

DIACO BIOFARMACEUTICI SRL Via Flavio 124 - 3147 Teesee ()

ia Tacin 104 Qiqamm o

Telafana: £20 NAN QQQA 1 _ Cav. 120 NAN 09729C




Diaco

BIOFARMACEUTICI

Ne | Quality characteristics / Regulatory documentation requirement / Results / Pe3yabTaT
XapakTepHCTHKH siKocTi | Bumorn HOPMAaTHBHOI JOKYMeHTail
8 006’em, mo BuTsAryerbesi / | He MeHIie HOMiHATBHOTO 00’emy / 105 mn (Binmosinae)
Extractable volume Not less than than nominal volume 105 ml (Comply)
9 Kinbkicue BusHayenns: /
Assay:
Harpiro xsopun / Bix 8,55 mMr/mi 10 9,45 mr/mi / 9,05 Mr/mi
Sodium Chloride from 8,55 mg/ml to 9,45 mg/ml 9,05 g/ml
10 | MexaHiuHi BK/IIOYeHHS: /
Mechanical inclusions:
Bugumi / [Tpo3opuii po34uH, MO MPaKTUYHO HE MiCTUTH Binmosinae /
BKJTIOYEHB / Comply
Visible particles Transparent solution which practically does not contain
inclusions
HeBungumi / b e : % 3
s : Cepenns KiTbKiCTh 4aCTOK B JOCITiIKyBaHii npo0bi He
Invisible particles Gee .
nepesumye 6000 B 1 koHTeliHepi 11 4acTOK po3Mipom
QG eM 20w/ 10 MkM Ta He mepeBumye 600 w1t 9acTok po3Mipom 25
Volume 100 ml gt ]
Particles measuring > 10 pum - < 6000 particles/container | 204 (Bimnosinae)
204 (Comply)
Particles measuring > 25 um - < 600 particles/container | 10 (Binnoainae)
10 (Comply)
11 | Crepunenicts / Sterility | ITpemapar mae BUTPUMYBATH BUNPOOYBaHHA Ha CrepunbHuit
CTEPUIIBHICTS /
It must be sterile Sterile
12 | bakrepianbni menie 0,5 ME/mn / <0,06
€HIOTOKCHHH / Less than 0,5 IU/ml <0,06
Bacterial endotoxins

Comments / [Tpumitka:

R A

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. The
materials used in manufacturing process of the drug product are not derived from animal which are susceptible to
Transmissible Spongiform Encephalopathy (TSE) and Bovine Spongiform Encephalopathy (BSE).

This batch is released to transport to LLC Medical Center "MTK".

LM s miaTBEpIKYrO, IO HaBegeHa BHINE indopmanis € mocrosipHo Ta TouHOM. L[x naptia npoxykuii Gyna
BUTOTOBJICHA, BK/KOYAIOYH YIAKOBKY/MapKyBaHHA Ta KOHTDPOIb SKOCTI Ha BHIIE3a3HAYEHOMY MiClli B IOBHIif
BianoBigHOCTI 10 BUMor GMP wmicuesoro PEryJIATOPHOTO OpraHy Ta crneuudikamiii PeecTpamiHOro mocBimueHHs.
[IpoToKkonM BUPOGHUIITBA, yIIAKOBKH Ta KOHTPOMO SIKOCTI OyNiM MeperisHyTi Ta BU3HAHI TAKHMH, IO BiAMOBiNAIOTH
GMP. Marepianu, mo BHKOPHCTOBYIOTBCS Y BUPOOHHYOMY MpOUECi s BHPOOHMUTBA NiKapChKUX 3aco0iB He €
MarepiajamMu TBAPUHHOTO MOXOIKEHHS, 1110 HeCyTb pU3HK HasBHOCTI TpaHcmicuBHOT ryG4aroi enuedanonarii (TSE) ta
I'y64acrononi6Hoi ennedanonarii Benukoi poratoi xyno6u (BSE).

Buresasnauena cepist 103BoNeHa 10 BiBaHTakEHHS 10 T—@ Menmmannit nentp « M. T.K.»

\E’JF*Q\ A4 Z§51b24

(signature) (date)

Qualified person / VroBHOBaxkeHa ocoba
(Luigi Pezzola)

DIACO BIOFARMACEUTICI SRL.
Via Flavia, 124 - 34147 Trieste
C.F e PIVA 01221530320

Diaco Biofarmaceutici s.r.l.
Via Flavia, 124 - 34147 Trieste (1)

Telafana: 120 NAN QQAL 1 Daw. .20 AAR OARAAR




29.05.2024

HJEPKABHA CJIYXKBA 3 JIKAPCbKHX 3ACOBIH
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI]

npos. Hanii Ceitnuynoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop €APTIOY 37079055

BUCHOBOK
Npo AKICTb BBE3eHOro B YKpainy JikapchKoro 3acody

[Ne 27520/24/26

HATPIIO XJIOPHU

{HaliMEHYBaHHA NIKAPCLKOTO 3aco0y 3riqHO 3 PeECTPALIAHUM TOCBIIMEHHAM)
po3aHH Aad indysiii, 9 Mr/miu, no 100 Ma v CKIIHHX MJISMKAX

(opma pumycky, 103YBaHHA, BHI NAKyBAHHA AiKapCLKOro 3acoly)

Howmep peectpauitinoro nocsinuenns UA/17767/01/01 crpox aif peecrpauiitnoro noceimvenns(21.11.2024

Cepis nikapcbkoro 3acofy Ne 240260 KinbKicTb BBE3SHOTO NiKapebkoro 3acoby 16100

BupotHuk

JUAKO BIO®PAPMAYEYTIYI C.p.a., Itanis

{HaliMeRyBaHHA BUPOOHHKA NiKapCehkoro 3acody, KpalHa noxopxeHHs)

Beeseno b Yxpaidy ToBapucTBo 3 o6Mexenoto sianosinansricTio "MEIMYHUN

TMpoTokon eisyansHoro konTpoao six 29.05.2024 N 1814/3.

3a pesynbrataMd JIEPABHOTO KOHTPONIO BCTAHOBNEHO,
AOTPHMAHHAM BHMOT 3aKOHOAABCTBA W00 3a0e3NeHeHHS AKa

B.o. HaYaNbHHKA, T

LHEHTP "M.T.K.", ineur. xon: 21633086
(natimerypannn ta kox 3a C/IPTIOY wopuanunol ocobu abo npiseume, p's, no Gatbkosi
Qizrynol 0cobH - nianpuemug, 1 MicHe NpoxUBaHHR Ta peecTpauiiinmii [iomep o6nikoBol

KapTKH NIaTHHKA NoAaTKIB a6o cepia Ta HoMep nacnoptfi)

Jikapcbkult  3aci6 BeezeHo B VYkpalwy 3
CTi NikapcbKHX 3aco6iB.

A%I[BOPHHX

(iniuiany

TA Npi3BHILE)
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