CepTudikar Ne: 24002759

Ierityre Jle Amwcent C.p.JL-Jlox, Hpynni 103/¢-50066 Perresuto {®n)-Tranin
Jlinensin ua sapodunareo Ne aM-170/2022 Big 13/12/2022

Cepradicar GMP Ne:1T/239/H/2022
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Ceprudikar ananisy ra signosinnocri sxocri

Hassa npemapary:

HA3O0JI BEB1 ® 10mn Yipaina

Homep cepif: 24E0001 No ananizy: 24002544 -2 -1
ApTukyn No; 269721 HaTa supobunurea: 03.05.2024
Cepin nanisnpoaywry: 431753 Tepmin npupatuoeri: 05,2026
Happykoeano: 15.05.2024
Teetona cneundikania Ne: 32P51Rev0202 02/2014 Koa 3aMoBHuKa: 81639469
BrupoGuuua caenudicauin Ne:
Peccrpauniiine esimourao Ne: UA/%481/01/01
Kpaina Brpo6uux; Itanig
Cuna nif / axrusricTs:! Deninedprn rigpoxopus 0,125/ 100 Mn
Posmip cepii (ynakosku): 53200
Jlikapceka dopma: Kparni Hazanewi 0,125%
Turt Ta poamip ymakosku: 1o 10 M2 y dmakoni 3 ninerkoro, 1 IaKOH B YIIAKOBIL
Hokasunk Crneundixauis Pesyaerar Ouinxa
Onuc nposopa 6e3bapena a6c_) CBITIIO- Binrosinae c
AOBTOTD KOJROPY pinxna
3amax Bes sanaxy Bignosinae cC
Konsoposicts He intedcupHilme CTAHHAPTHOTO Binmosinae C
posuuny GYS5

Tposopicre IIposopuii abo we Ginpwe

OTAIECIIOIOY I, HiX CTaHAApTHA Biamnosigae C

cycrnensia [

pH 6,0-75 7,1 C
BignocHa rycruua 1,010-1,025 1,017 C
HNponyxru posnany mirouot
PEYOBHHHM: <0,2% 0,0 C
~ BYdw-axuii necneyuchiunuii
npodyxm posnady <1,0% 0,0 C
- Cyma npodyxmie posznady
Imerrudikarnis:
- Penineghpuny 2idpoxnopud [Mornuuo BignoeigatTu CTaHIAPTY Bigmorigae C
- Benzamconiro xnopud Horunne sianosizaru CTanfapTy Binnoesinae C
- Hunampirg edemam Jueiopam lloBuHHO BinTOBiAaTH CTanzapry Bianosigae C
Kinskicunit smict
- Peninegdppuny zidpoxnopuod 118,8 -131,3Mr/100mn 127,4 C
- Bensanxoniio xnopud 16,2 - 19,8 mr/100mn 18,4 C
~ dunampio edemam queidpam 18,0 - 22,0 Mr/100 mn 19,6 C
O6’em HamoBHEHHS He mennre 100% Binnosizae C

L3083 H




Ceprudixar Ne: 24002759 ' .
Istituto ®

De Angeli

e
Ierityro Je Awseni C.p.JL-Jlox. LIpyauri 103/c-50066 Perreno (®a)-Ivanin
Jlinensis ua swpoSunnree Ne aM-170/2022 Big 13/12/2022
Cepradikar GMP Ne:1T/239/H/2022

CepTHbikaT ananisy ra BignosinHocri axocri
Haspa npenapary: HA30J BEBI ® 10ma Yxpaina
Homep cepii: 24E0001 Ne ananizy: 24002544 -2 -1
Apruryn Ne: 269721 Jata supobunnrea: 03.05.2024
Cepin Hanisnpoayxry: 431753 Tepmin npunarnoeri: 052026
Haapykogsano: 15.05.2024

Tecrona cnenndiranin Ne: 32P51Rev0202 02/2014 Koa zamosuuka: 81639469
Bupobuuua cnenndicanin Ne:
Peccrpaniiine ceigonreo Ne: UA/9481/01/01
MikpoGionoriana aucrora:
- 3aTanbHe YMCno aepobHuX
Mikpoopranizmie (TAMC) He 6inbuie 100 KYO/mn 0 C
- 3aranbHe YMCIIO JPIMKOBHX T4
niiceHesux rputin (TYMC) He 6inbwie 10 KYO/mn 0 C
- Staphylococeus Aureus Bigcytaicrs B 1 ma BincyTni C
- Pseudomonas Aeruginosa Bigcyrsicrs B 1 mn Bigcytni C

Kinekicts nossonena 1o peamisawii (ynaxorku): 50401 - BCC 2172534423
3akmoyenny: Bianogigac

A M camumM cTBepKyt0, O Bl cTamii BHPOSHUITEA AaHOT cepii TPOAYKTY IHAXOAATECA ¥ MOBHIH BiZNORIOHOCT 3 BuMoravu
GMP micnesux Perynatoprux opranis a Pecerpauiithoro epinonTtsa KpailH - npu3nayeHs.

YrosHOBaxceHa ocofa . Dr.ssa Paocla Giori
nionuc
Hara: 15.05.2024

TlepernszyTo (Bigin BHIIYCKY JIKapChicHx 3acofiB):  Dr. Rogai Alessio 15.05.2024




KOpuauyHa appeca: 04071, m.Kuis, eynuua Bepxnii
Ban, GyauHok 4-B, Ten. +38044 220 33 00

Anpeca micus npoeapkenHn AianbHocTi: 08330,
Knisceka 06n., BopUcRinbChkMi P-H, c. Oynapkis,
Byn. Hesanex+ocTi, 2/1

Aozsin Ha Bunyck (peanizauito) Ne 35313/24/26
A, YnoeHosaxeHa ocoba 3 skocTi TOB «BANEP», NIATBEPAMYIO, LLO nNikapcbkuia 3acis:
HaimenysaHna npogykuii: HA3O/1® BEEI

depxaBa-supobuunk: ITanisa

Homep peecTpauyiiiHoro noceiguenns s Ykpaini: UA/9481/01/01

Cuna giifakTveHicTs: PeninedpuH rigpoxatopua 0,125 r/ 100 mn

Jlikapebka opma: Kpanni HasarnbHi

Poawmip Ta Tun nakyeanus: no 10 mMn Yy hnakoHi 3 nineTkoto: no 1 nakoHy B kKapTOHHiIi kopobui

Homep cepir: 24E0001

Poamip cepii: 50401 YNaKoBok

faTta Bupo6HuuTBa: 03.05.2024

Hata sakiHuents TepMiHy NpugatHocTi: 05.2026

fAata ceptutbikata skocTi cepii nikapcbkoro sacoby, BupaHoro BUPOBHWKOM, ynoBHOBaxeHa ocoba skoro
Haja€ fo3Bin Ha BUNYCK cepii nikapceKoro 3acoby:
Ne 24002759 sig 15.05.2024

Homep Ta fnata BUCHOBKY NPO AKICTL BRE3EHMX Nikapchknx 3acobie:
Ne /35313/24/26 Bin 10.07.2024

HaimMeHysaHms, MICLIe3HaxX0aXeHHRA Ta HOMeP NiLeHsii BUpoGHuKa, ynoBHoBaxeHa ocoba sIKoro Hagae goO3Bin

Ha Bunyck cepii (sa HassHocTi): leTiTyTo e Anxeni C.p.N.-Nok. Npynni 103/c-50066 Perrenno (¢n)-
ITania Ne aM-170/2022 Big 13/12/2022

Ceprudikatn signosiaHocTi HANEMHOT BUPOBHNYOT NpaKTky BUPOOHUKE, YNOBHDBAWEHA 0coBa sKoro Hagae
A03BiN Ha sunyck cepii, ato HOMepW nocunadb y 6asi fanux EudraGMP (3a HasBHoOCTI): * IT/239/H/2022

KomeHTapi (3a HasABHOCTH): BBeaeHO 50273 ynakosok
3asea npo sunyck (peanisauito) cepii nikapcokoro 3acoby:
Hossonsro exazanuii nikapcexutl 3aci6 do peanizayii.

Mpizenue, iHiuiapm Ta nocagal aeaHHs ocobu, aka Bldana Qo3Bin Ha Bunyck cepil: YnoeHoBaKeHa ocofa 3
AkocTi TOB «BAMEPY Kpoxmans CaitnaHa AMuTpieHa

Nianve acobu, aka BUAana Aosein Ha BUnyck cepii / lata nignucanHs Aoseony Ha BUNyck (peanisadii):

Signed by:
Swdlawa kpsblimal

U Signer Name: Svitlana Krokhmal
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