JEPKABHA CJIVIKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIA OBJIACTI

npos. CeiTnuunoi Hanii, 3, m.Kuig, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koy €IPIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOT0 B YKpaiHy JiKapcbKoro 3acody

20.06.2024 Ne 30417/24/10

JIA30JIBAH®

(HaliMenyBaHHA JIIKapChKOTO 3aco0Y 3TiAHO 3 peecTpalliifiHuM MTOCBIAIECHHAM)
po3uns s indysii, 15 Mr/2 ma no 2 mul B amnryJiax; mo 10 amimyJs1 y kaproHHii Kopo6ui

(¢opma BHIyCKY, JO3yBaHHs:, BUA [TaKyBaHH: JiKapchKoro 3acoby)
Howmep peecrpauiitioro nocsiguenus UA/3430/04/01 crpox xii peectpaniiisoro mocsimenns 01.01.2099
Cepis nikapcekoro sacoby Ne 3J2911 KinbkicTs BBE3eHOTO MiKapewkoro 3acoby 8100

Bupo6uuk CAHO®I C.P.JL., Itanis

(HaliMeryBanHs BUPOBHHKa JKapChKOTO 3aco0y, KpaiHa ITOXOMKEHHS )

Baeseno B Ykpainy Tosapucrso 3 oomexenoro Biznosinansnictio "OIEJLIIA
XEJICKEA YKPATHA", inent. xon: 43726391

(naitvenyBanns Ta kog 3a €JIPTIOY ropuanuHoi ocoby aGo npizeuie, iM's, 10 6aTHKOBI (i3H1HOT
0c06H - MANPHEMLS, ii Micue NPOKHBAHHA Ta peecTpauiiiHuit HoMep 061iKOBOT KAPTKU IIIATHHKA
noxarkis aGo cepis Ta HOMep IMacrnopTa)

Mporokoa Bisyansworo kourposio six 19.06.2024 Ne 1724/8.

32 pesynpTaTaMi JACpPKABHOTO KOHTPONIO BCTAHOBICHO, W0 JKapchkmit 3aci6 BBeseHOo B YKpaiHy 3

JAOTPUMAHHAM BHMOT 3aKOHOIABCTBA LIOJO 3abe3nedenns SKOCTi JIikapchKUX 3acobiB.
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CEPTU®IKAT CEPIT BAPOBHUKA (cepia 3j2911_)

JIA30JIBAH®, po3uun ons ingysiii, no 15 ma/2 mn

1. HaiimenyBanust npoayxnii JIABOJIBAH®
2. Kpaina imnopry VYkpaina
3. Homep peccrpauiiinoro nocsixuenus UA/3430/04/01

4. Cuna pii/akTaBRicTh

aM6poxcon rigpoxsopun, 15 Mr/2 mn

5. Jlikapebka dopma

po3unH ansa ingysin

6. Po3mip Ta Tun nakysanus

no 2 M B amnynax; no 10 amnyn y kapToHHi# kopobui

BHPOOHHUA AisHKa(-H)

7. KinbkicTh ynakosox 42750

8. Homep cepii/naprii 3J2911

9. laTa BHTOTOB/ICHHS/BUPOGHUUTBA 07.06.2023

10. Tepmin npuparnocri 31.05.2026

11. Ha3Ba Ta agpeca BupoGuuxa(-ip) — CAHO®I C.PJL

Bia Banbkauenno, 4 — 03012 AHAHHI (®P), Itanis

12. Homep BupoGuuunx ainauox (MIA)/
Jlinensia go ceprudikary sinnosianocri
GMP BupoGHuKa

aM - 12/2022

13. PesyavraT ananisy

JluB. monartox 1o aHaniTHuHOro ceprudikara

14. Komenrapi/zaysaxenns

15. 3anBa npo ceprudikauiio

LM 3aTBEpIKY10, L0 HaBeAeHa iH(OPMALs € J0CTOBIPHOO Ta TouHO. Lo
cepito npojtyuii Gy 10 BUrOTOBJIEHO, BKJIKOMHO NMaKyBaHHS/MApKyBaHHs Ta
KOHTPOJb IKOCTi, Ha BUIE3a3HAYCHi BUPOGHUUIH ainguui (-ax) y moBHilH
Bigmosignocti BuMoram GMP, BuMOram 3aTBEpDKEHNM JIOKATLHHM
PeryJIITOPHAM OPraHoM, a TakoxK y BiInoBiaHocT go cneuudikauiii go
PeecTpauiiHoro nocBiayeHHs, WO MiCTATHCS B PEECTPaLiiiHOMY I0Che kpailu -
iMnoprepa. IpoToxonyn BUpoGHMLTBA, Naky BaHHS Ta AOCIIIKEHHS GyH
NepernsHyTi Ta Bianosinaiors Bumoram GMP.

Mignuc YnoeHosaxeHoi Ocobn:

CXBAJIEHO
/nevarka:
Canogi C.p..
Bupo6Huua pinbuuus B MicTi AHaHHi
22.03.2024

Hp. Hauniens Manuinerri
YnosHopaxkena Ocoba/
/mignuc/
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CEPTU®IKAT AHAIJII3Y TA
CEPTUOIKAT BIJAIIOBIJHOCTI

Tpooykm: JIA3OJIBAH®

Cepisin® 3J2911 GMID: 827342

Jixapcora Popma: POZUUH ONA IHY3iil JHosysanns: 15 m2/2 mn

Vnaxoska: RO 2 ML 6 amnynax; no 10 amnyn y Kapmonnii kopooyi

Kpaina-imnopmepi: YKpaina

MOKA3HUKU AKOCTI A0NYCTUMI MEXI

PE3Y/IbTATU

Onuc TIpo3opwii, 6e30apBHUN pO3UMH,
MPaKTUYHO BifibHMH Bill YACTHHOK,

3aNOBHEHUH B aMIyJiu, 06°eMom 2 Mt

Iposopuii, 6e36apBHUIT pO3UMH,
MPaKTHYHO BiNBHUH BiJ 4aCTHHOK,
3aroBHEHHH B aMMnyJin, 06’ eMOM 2 MJI

He Ginbiu iHTeHCUBHO 3abapBiieHuH,
HDK pO34MH MOpiBHAHHA B9

KosbopoBicTh po3uHHY

He 6inbiu iHTeHCHBHO 3a0apBeHHiH,
HiXK pO3uMH rnopiBHAHHA B9

[Mpo3opuit abo onanecueHLis He
Oinblua, HiX y cycnensii nopisusHuas 0/3

[Tpo3opicTb po3uHHy

[Mpo3zopuit aGo onanecLeHLis He
6inblia, HiX y cycriensii nopiHsaHHs 0/3

Inentudikauis; N-A 872 CL (BEPX) Binnosinae cranmapty*

Binnosinae crannapry*

Inentudikauis: N-A 872 CL (TLUX) Bianosinae crangapry*

Bianosigae cranpapty

pH 45-55 5.0
O6’eM, 1110 BUTATAETHCS > 2,0 Mn 2.0
OcMOJISUILHICTD 269 — 333 MoCMOJTB/KT 290
Po3mip yacTuHOK

> 10 MKM <6000 yacTuHOK/aMITy1a 22

> 25 MKM < 600 yacTHHOK/aMNy1a 0
PosknananHs akTusHOro inrpeaienta (PX):

N-A 873 CL <02% 0.1
N-AB 773 XX <02%

Bynb-skuii HeBIZOMHI MPOAYKT po3naiy <0.10 %

3aranbHa cyma NPOAYKTIB po3maay <05% 0.1
BMIiCT aKTHBHOrO iHFpemicHTa:

N-A 872 CL (LC) 14,25 - 15,75 mr/2 ma 14.96
Crepusnbnicte (MeM6panta invrpartis) CrepunpHui CrepHIbHHI
Bakrepiansui enpotoxcunu (JIAJI-tecr) <5 MO/mn <3

N-A 872 CL — BHUKOPHCTOBYETbCS [T MO3HAYEHHS JiH04Ol peYOBHHHM - aMOPOKCOy riapoxaopuay

*[Tpumitka: Yac yTpuMyBaHHs, OTPUMAHHI Ha XpOMaTOrpami BUIPOGYBaHOTO PO3UKHY, MA€E BIINOBiJATH Yacy yTPUMYBaHHs Ha

XpOMaropami CTaHJapTHOrO PO3YHHY

Llim st MIATBEPAKYIO, 10 Bei eTany BHPOGHAUTBA L€l cepii roToBoro sikaperkoro 3acoby Oyan
BuKONani y mopwiii Bignosigsocri 3 Bumoramu GMP €C rta Bumoramu peecrpaniiinoro
nocsinuenns(-iB) Kpaiin/Kpain IPH3HAUYCHHS,

BUNMYLLEHO 22 6epe3Hna 2024

; Tepmit 31.05.2026
Jama supobHuumea: 07.06.2023 rpudamHoci: .05.

/meuarka:

Canodi C.p.a.
Bupobuuua OibHALS B MicTi AHaHHI
16.07.2024
Ip. Haniens Manuinerri
VnosHosaxena Ocoba/

[minnuc/
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