AEPHKABHA CIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHUKAMU Y KHIBCBKIM OBJIACTI

mpos, Ceitnunoi Haxii, 3, m.Kuieg, 02099, ten/darc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog EAPIIOY 37078774

BHCHOBOK
NP0 AKICTL BBE3eHOI0 B YKpaiHy Nikapcnroro 3acoby

07.12.2023 Ne 60601/23/10

TPUAEPM®

(HAiMEHYBAHHA AXAPCHKOTO 32¢00Y TR0 3 pecCTPALIiHIM TIOCBIAYEHHAM)
KpeM mo 15 r B amoMinieniii Ty6i; no 1 Ty6i y kapronmiif xopetui

{(bopma srmycxy, AOIYBAHHA, BUA HAKYBAHHA JTiIKAPCLKOTO 3acofdy)

Honep peecrpatiiiinoro nocsimmenua UA/2022/01/01 crpox aii peecrpauiiisoro mocsimuenus 01.01.2099

Cepix nikapceroro zacofy Ne A102634 Kinexicts sBeseHoro nixapcskoro sacoty 6400 -
Bupofuux Llepinr-IInay Jlabo H.B., Beneris
{(Haivenyranus BRpoOHIKA AiIKAPCEKOTY 3ac0by, Kpaika noxoxset)
Beeseno B Yxpainy ChinkHe YRpaiHCHKO-eCTOHCHKE MANPHEMETBO ¥ (opMi TOBAPHCTEA
3 06Mexceno10 Binnosigansnicro "Ouriva-®apa, JTTAY, ixent. ko
21642228

(alienyRanna Ta Kox 33 €APIIOY sopuangsol ocobn abo npizenme, iv'e, No GATEROB] $izrunol
ocofiy - miAnpyemus, T Micne NPOKHBAHKA T2 PEECTPAITHIT ROMEp 06AIKOBUT KAPTKH HAATHHE
noaTkip abo cepis T8 HoMep BacnopTa)

Hporoxoa sisyansroro koarpomo six 06.12.2023 N 3859/9,

34 pesynbTATAMM HEPAABHOTO KOHTPONK. BCTAHOBNEHO, IO JIKAPCHKNET 3acid  BBeseHO B Yxpainy 3

AOTPHMAHHAM sumor 3aK0HOIABCTRA LLOAO 3a6e3TeYCHHS ZKOCTI TiIKAPCHKNX 12c0biB,

Biraniit BOHOAPEHKO

{iniuiameTa nplpme)




llepiar-ILnay JlaGo H.B., Benuris
Inpycmpienapx 30, Xejicr-on-nes-Bepr, 2220, Benbris
Ten. 432 15 258711

CEPTH®IKAT AKOCTI CEPIi JIIKAPCBKOI'O 3ACOBY

-5 ORGANON

HazBa TPHJAEPM®, kpem
©opMa BHNYCKY Kpem
0,5 mr/r Beramerasony (aunponionary); 10,0 mr/r Knorpumasoay; 1 mr/r Tenramiunny
Jo3ysauns
(cymbpary)
YnakoBKa no 15 r B Ty6i; no 1 ty6i B KapToHHiii Kopobui
Cepin A102634
Kinbkicrs y cepii 40320 ynakosok
Jata BupoGuHUTEA 08.2023
/laTa 3aKiH4eHHs TepMiny 08.2025
NPHAATHOCTI
Kpaiua Bupotuuka benbrin
Peectpauiiine noceiguenus Ne UA/2022/01/01

Ha3ssa BupoGHuka, BignosinanasHoro
32 BHNYCK cepii

Apnpeca

Jlinensin Ha BapoGuuuTeo No

[epinr-Ilnay JIa6o H.B.

Inpycrpienapk 30, Xeiicr-on-gen-Bepr, 2220, Beabris
304 H

Pe3ynLTaTH npoBenenns ananizy skocri JiKapesKoro 3acoly Bignosianro ;o MKSI PIT Ne UA/2022/01/01

Hokasuuxu axocri Bumorn Pﬂyﬂb,mm
AHAJIZY
Omnuc (Bisyansho) M'skoi koHcHCTeH LI, Bin Hinoro abo maibke 6ioro KOJILOPY OQHOPIOHMIA Bianosinae
KpeM, 0e3 CTOPOHHIX BKIIOYEeHb
pH (norenuiomerpuyHo) 4,5-5,5 5,0
Inentudikauis Betamerasony Xpomarorpama BunpobyBaHOro po3unHy Bifnosigae XpoMartorpami po3unHy |Bianoginae
aunponionat (BEPX) CTaHaapTy
Inentudixauin Knotpumason (BEPX) | Xpomato rpamMa BUTIPOOYBaHOro poO3uHHY BifnoBinac Xpomartorpami posuuHy |Binnosigae
CTaHJAAPTY
InenTudikania Menramiuun (TIIX) |Ha XpoMatorpami BUNpoOYBaHOTO PO34HHY MAIOTh BUSABJIATHCS TpH mIsMH HA |Bignosigae
PIBHI MJ1AM Ha XPOMATOrPaMi PO3YHHY NOPIBHAHHA
Inentudivauis Bersunosuii cnupr XpomaTorpamMa BHIpoGYBaHOr0 PO3UMHY BiANOBiTaE Xpomarorpami po3unHy |Bignosipae
(I'X) CTaHIapTy
KinbkicHe Bu3nauenusn
betamerasony munponionary (BEPX) [0,611 - 0,675 Mr/r (Bin 95,0 % nmo 105,0 %) 0,659 mr/rT
Kinbkicne Busnavennn Knotpumason :
9,50 - 10,50 mr/r (Bix 95,0 % no 105,0 %) 10,17 mr/r
(BEPX)
Kinbkicne Bu3nauenns entaminun
(Mixpobionoriunuii meTox) 0,900 - 1,100 mr (a6o 900 - 1100 MO/ (Bix 90,0 % o | 10,0 %) 1,013 mr/r
KinbkicHe Bu3navenns Benzunopuii 9,00 - 11,00 mr/r (8in 90,0 5o 110,0 %) 10,14 mr/T
cuptT (I'X)
Hanosnenns (ITposoautscs sk Binnosinae Esp.®. Bianosiznae
BHYTPILIHEOBHPOOHHYMI TecT) Cepenne HanOBHEHHS He MEHLIE 3a3HAYSHOT0 HA yNaKkoBLI

KomenTapi: ITokasauk Mikpobionoriuna uncrora nikapceKoro 3acofy (*) eigmosinae Esp.®. 5.1.4 nns npenapartis 115 30BHIIIHE
3actocyBaHHA.(*) He pyTuHnuit Tect.

Ha3sea ninsHuLi, BiAnosigansHoi 3a BUPOOHHMLTBO/MEPBHHHE Ta BTOPHHHE NAKyBAHHSA /KOHTPONL AKOCTI/BUNYCK cepii: [Llepinr-ITn
JTa6o H.B.

Anipeca NUTBHALI, BiANOBinanbHOT 3a BUPOGHUIITBO/ TICPBUHHE Ta BTOPHHHE MAKyBaHHA /KOHTPOJIb AKOCTI/BUITYCK cepii: IngycTpier
30, Xe#ct-on-nen-bepr, 2220, Benbrig

Jlinen3ig Ne 304 H

L{MM 5 33CBIIUYIO, 110 BHIIEBKA3aHA IH(OpMaLliA € ZOCTOBIPHOIO i TOYHOK. Haka cepis nponyxty Gyna BUpo6IIeHa, BKIIOYAI0TH
YIaKOBKY / MADKyBaHHA T4 KOHTPOMb AKOCTI HA BHILIE3ranaHiii BHpOOHHKUIH AiNBHUNI (-1SX) B MOBHIH BiAMOBIMHOCTI 3 BUMOraMH GMP,
BCTaHOBJICHUMH MICLIEBUM DETYJIATOPHUM OPraHOM, @ TAKOX 3riTHO cenrixauil, 1o MICTHTLCA B peecTpauiiiomy nocee. [Tporokonu
BUPOOHHIITRA, YIAKOBKHM Ta KOHTPOJIIO SKOCTI [IEPETISHYTO 1 BCTAHOBJIEHO iX BIAMOBIAHICTE BuMoram GMP,

Hdara Bunycky cepii: 11.10.2023
¥YnosroBaxena ocoba/
BinnosizansHuii npomuciosmii
thapmanesT

Inrpia ne Kok
Hata minnucy:

Inrpin ne Kok /nidnue/
12.10.2023

P I/J,é?% O i ZZ




