2 RS B

JIEPZKABHA CJOYKBA 3 JTIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

BUCHOBOK
npo AKICTh BBE3EHOr0 B YKpaiHy JiKapcbKOro 3acoly

11.11.2024 Ne 59786/24/26

ABEPO

(mafimeliyBanHs ikapchkoro 3acoly 3rifHo 3 peccTpauiHUM NOCBIAHCHHAM)
TalJIeTKH, 110 16 mr; o 10 Taduerok y 6aicrepi; 1o 3 GaicTepH y KapTOHHiH kopobui

((bopma BrnycKy, AO3yBAHHS, BUJL MKy BANS JiKAPCHKOTO 3aco6y)
Howmep peccrpauiiisoro nocsinuekns UA/1 8917/01/02 crpok ail peecTpaniiiHOro noCBigYeH A 11.08.2026
Cepis nikapcbkoro 3acoby Ne 010924 KinbkicTs BBE3EHOTO Jikapeskoro 3acoby 5376

BupoGHuk dapmaneBTHYHHHA 3aBOJ "TIOJIbOAPMA" C.A., Tlonbina
(nafimenypanus BHpoGHHKa iKapCHKOro 3ac06y, Kpaiua HOXOKEHHS)

TosapucTBO 3 06MEKEHOI0 sixnosigansmrictio "IIOJB®APMA

BESSEHOBISPa FOA", ineur. con: 42781598
{uafiMeHyBaRHA TA KOL 38 €IPIIOY ropuanunoi ocobu abo npissuLe, iM'%, TI0 Garbkoni QisHurOT
ocobu - nipnpuemist, if Micue NPoXKBAHNS T4 peecTpanifnuil Homep 06niKoBOT KAPTKY IUIATHHKA
nojarkin aGo cepis Ta HoMEp nacnopra)

T1IpoTOKOS Bi3yalbHOr0 KOHTPOJIO BiA 11.11.2024 Ne 3900/1.

3a  pesynbTaTaMH ACPAKABHOTO  KOHTPOMO BCTAHOBNEHO, WO JliKapchruit qaci6 BBeseno B YkpaiHy 3
,IIOT[)nMaHHﬂ M BUMOI 3aKOHOOABCTRA IOA0 3a6e3nedeHHa AKOCTI NIKapChKKX 3aco6iB.
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Mapmagesraasnii sapop «loaupapman C.A,, Toasia
Bupobuwae Bioolnennn y Hoalil Jembi
39460 Hoeu flemba, Memanosya 2

Ten.. 0048158465400, charc: 0048138463454

, polpharma

Ceprudirar sixoeri Ne 481 28655

Haitmenysanus npoxykuii: ABEPO, Tabuerin, ne 16 mr

Kpaina-supoduux: Hoasma

Homep pecctpauiiisoro nocsinvenus: Ne UA/18917/01/02

Cuna it / axtupiicrs: | Tabnera Micruts Geraricrudy auripoxaopuiy 16 mr

Jlikapeoka dopma: Tabnerky, no 16 mr

Poamip i thn ynakopkw: no 10 raGaerok y Gnicrepi; o 3 Gaictepu y Kaprosuii kopoOui 3 MApKyBaHHAM
YKPATHCHKOI MOBOIO

Inpexe: WPOL-2014-800

Howmep cepii: 010924

Posmip cepil: 16296 yn.

Jara supoGrunrsa: 17.09.2024

Tata saxiHuenns TepMixy rpunarrocti: 30.09.2027

HaifMeHyBaHEs, MiCUE3HAXOMKEHHA BUPOOHUUTEA: (apMalCBRTHIMH 3aBOX «ITonnpapmay C.A. Bupobruuue

piyiitenns & Hosilt Jlem6i, Byn. Meranosua 2, 39-460 Hosa Jlem0a, TTonbina
Homep miuensil: 040/0105/15
Cepmudirar pinnosigsocri GMP: IWSF.405.125.2022.1P.1 WTC/0105_03_01/276

Buamoru
.
Moxkasauxn _ : , Pesynaprati
Ha pumyck Ha TepMin IPUAATHOCTL
Onue Tabnerky Ginoro abo Malxe ‘61}101“0 KOINBOPY, KPY 11, IWIOCKI, 31 pimoBinae
BI3YATBHO CKOLICHHMH KpasMi 3 o6ox Goxis, 3 pmxbe‘.(im';.m MAPKYBAHHAM «B16»
3 oHOTO BOKY TabNeTKy Ta riajeHski 3 ifmmoro Coky.
Yac yTpEMyBaHHs Ky GeTaricruny guripoxnopuay Ha . .
Inesrridircais XpOMaTOrpaMi BUIPOSYBAHOTO PO3IMHY Mae Bianosijarh BUIOBIAAC
ﬁ'ew rierau yacy yTpEMYBanHA WKy Geraricruumy auripoxnopniy Ha
. y XpOMATOrpaMi CTABAAPTHOTO POZUMHY.
aaripoxnepuay v s ; 6 , ) )
BEPX D-criektp mixy Geraricruny mur ipoxyiopulty y BUmpoGysaromy pijoBinac
posuuui Bignosigae YO-crerrpy nixy GeTaricTHHY ILuripoxopuny
B CTAH/IAPTHOMY PO3UMHI. B CTAHIAPTHOMY DO3HHHL.
Cepenng Maca Big 243,0 no 261,0 Mr
: . p i 2503 mr

Meron In house (woMinanpia: 252 mr)
Pacnajaemictn He Ginbine 15 x8 4x834c
Crapaunics He 6inpme 1,0% 0,16%
Brpata maci npu He Ginsue 6,0% 1,5%
BHCYUINHRI
Bnmict Geraricruny
Auripoxaopuay s Bin 15,20 no 16,80 mr 15,68 mr
Tadnerui
BEPX
Croponui xomimixa:
BEPX
- 2-Bininnipaayn He 6insme 0,2% He Binpine 0,2% meniue 0,048%
- Gie[2-(2-nipuaasg- He Binsiue 0,3% He 6inpee 1,5% meniue 0,046%

eTunjmeTnaamin
- OJIMHHYHA

peixenTudikonana He 6ibe 0,2% He Gimbue 0,2% mere 0,058%

JoMinKa
- CYMA JOMBLOK He 6ineme 1,0% He Gbmbime 2,0% mente 0,058%
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Papmanentinunmii 3apox «Iloashapmayn C.A., Moasna
, Bupobuuue Biooinens y Hosiii Jembl
p pr h = - 39460 Hoea [lemba, Memanosya 2
Ten. 0048158465400, chare:0048158465454

Ceprudirar sixocri Ne 481 28655

Haiimenysansa npoayxknii: ABEPO, tadaerxn, no 16 mr

Kpaina-supobunk: Hoasma

Homep peecrpauiiinoro riocsinuenns: Ne UA/18917/01/02

Cuna nii / axrusnicrs: 1 tabretka MicTuTh GetaricTudy Juripoxnopiy 16 mr

Jlikapceka (popma: Tabnetky, 11016 mr

Posmip i tan ynakopki: no 10 tabmerox y Onicrepi; mo 3 Guictepu y KapToHHIH KopoOLi 3 MapKyBaHHAM
YKPaiHCLKOK MOBOIO

[unexc: WPOL-2014-800

Homep cepii: 010924

Po3mip cepil: 16296 yn.

Hara supoGuunrea: 17.09.2024

Jata saxingeqns repMiHy npumarHocti: 30.09.2027

HaiiMenyBanus, MicuesHaxomkeHHs BupoOhuurea: ®apmauestvanuii 3aon «[lonsdapman C.A. Bupobuuue
Bijuiinenns 8 Hoeiit Jem6i, Byn. Metanosua 2, 39-460 Hoea Jemb6a, [Tonbma

Howmep niuensit: 040/0105/15

Ceptudikar sinnosimiocti GMP: IWSF.405.125.2022.1P.1 WTC/0105_03 01/276

Bumory
Hokasuaxn - - PesynbraTi
Ha sumyck Ha TepMin npuaarHocTi
100,9%
Posumnenns He menine 80% sa 30 x» (Mi1.99,7%,
maxke.102,5%)
OnnopingicTs V BinnoBixHOCTi 1O BUMOT 3.9%
RO30BAHHX OBMHAUL €0, 11.2.9.40 ’
Opnopignicrs Macu YV BiXTIOBIAHOCTI 2O BAMOT . .
NoAiIIeHHX TabJIeToK €D, «Tabletsy BLpIoBiAc
— 3aransia KinbKicTh aepobuux Mikpoopranismis (TAMC): ne <10! KO/
. . . Ginpme 10° KOE/r
MikpoGionoriusa — 3aranbna KUILKiCTs ApbiaxeBux u wiickisux rpubis (TYMC): ve <10' KOE/r
uHeroTa 6iabiae 10?2 KOE/T,
— Escherichia coli: sincytain 1 r BigcyTHi B 1 r

* BunpofysanHs nPORCASTE Ha KoxRik 10 cepii ax MiniMy™ 04 pas Ha pik
3asuauenuil B Hbomy ceprudikari ToBap 3a AkicTio Bignosinae sumoram: MKS, SJ_FP-147/01.

LM s mixTeepioKyro, Mo BulleBKasada iHdopmauis € gocroripxoo i Tounowo. Llg cepia mpomykiii 6yna supobnena
(BRIIIONAYH NAKYBAHHA/MAPKYBaHHA), | TPOBEAEHO KOHTPOM {i SKOCTI Ha BrLeBKasaHiH HinbRuui BiamosinHo 10 BuMor GMP,
BCTAHOBRIEHHX MiCUEBAM PETYIISTOPHUM OPraHOM, & TaKOX 3rifHo 3i crienudikamiame, Ak MICTATECS B PeECTPaLiHHOMY H0ChE.
[Iporokonsn BUpOGHHUIITBA, TAKyBaHH: Ta aHaNi3iB Gyam nepernauyTi, i BeragopieHo sianosixgicrs GMP. )

MNMocana Ta npispume ocodu, yNOBHOBAKEHOI Ha BHAATY Ynosuosaxena ocoba
[O3BOJIY HA BUITYCK cepil: (Qualified Person)

Minnnc;

Jara nignucanns: 28.10.2024
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