JEPXJIIKCIIYXBA
HEPKABHA CIIYXKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

ByJ1. BepesuskiBcbka, 29, Kuig, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €IPITOY 37079055

BUCHOBOK
Npo AIKICTL BBE3€HOro B YKpaiHy JikapcbKoro 3acoly
27.12.2022 Ne 57538/22/26
BI3AH

(HalfMeHYBAHHR NiKapchKOro 3aco0y 3rillHO 3 peecTpalifiHiuM NOCBIAYEHHSM)
TabJeTKn No 2 mr, no 14 radaerok y 6Jicrepi, no 2 6aicrepu B kapronuii nauni

(thopma BumycKy, 103yBaHHS, B NaKyBaHHS NiKapcbkoro 3acoby)

Howmep peectpauitinoro nocsigdenns UA/11260/01/01 crpox aif peectpauiiinoro nocsinuenss HEOOMEKEHWI

Cepis nixapcskoro 3aco6y Ne WEW3VT KinbkicTs BBE3€HOrO Jikapcskoro 3acoby 14980
Bupo6HHK baitep Baiimap I'M6X i Ko. KI', HimeyunHxa
(HaiiMcHYBaHHR BUpOGHHKa NikapChKOro 3acoly, kpaiHa n0XOMKEHHN)
Beesero B Vipainy ToBapucTBo 3 06MexeHo0 BinnoBinanbHicTio "Baifep', inent. xon:
’ 22911794

(HaiimeHyBanHa Ta koA 3a €JIPTIOY ropuanyHoi ocobu abo npissuuie, iM's, no 6aTskoBi
¢hisuunoi ocobu - mianpuemus, 1T Micue NPOXUBAHHS Ta peecrpauiiunit somep o6nikosol
KBPTKH MAaTHUKA nosatkis abo cepis Ta HoMeEp nacnopra)

3a pesynbTaTaMd JepPHKABHOTO KOHTPONIO BCTAHOBIEHO, 110 Jikapchkud 3aci6 BeeseHo B VYkpaiHy 3
HOTpHMaHHﬂ% gumor 3aKOHOJABCTBA MO0 3ale3nedeHHs aKoCTi AfKapchbkux 3acobis.

Miuxona XOJIOJJEHKO

N
{mianuc) (iniuianu Ta npissnite)




Baitep Baiimap Mm6X i Ko.KI
NobGepanHepwTpacce 20
99427 Baiimap, HimeyuyuHa

CropiHka: 134

CepTtudikar aHanisy flata: 05-12-2022

HanmeHyBaHHA NPOAYKTY
Tun ynakosku

Poamip ynakosku
MartepianbHuit HoMep

KpaiHa npusHaveHHA

PeecTpauiite nocsigyeHHs

Bunyck

BupobHu4a niyeHsia Ne

GMP Ceptudikar

YnakoBaHo

Bupo6Huya niyeHsis Ne

GMP Ceptudcpikar

BupobneHo

BupobHu4a niueHsis Ne

GMP Ceptudcpikar

YmoBu 36epiraHHs
YMOBU TPAHCNOPTYBAHHS

Cuna pii/ AKTUBHICTb

$bopma Bunycky

: Bizan

: Bnictep

: 2 BnicTepy B KAPTOHHIK NavLi, 14 TabneTok y 6nicTepi
: 80119798

. YkpaiHa
: UA/11260/01/01

: Baitep Baitmap 'M6X i Ko. KI'

. No6epaiinepluTtpacce 20

: 99427 Baimap, Himeu4yuHa

: DE_TH_01H_MIA_2020_0003/24-2525.02-001

: DE_TH_01H_GMP_2020_0004+DE_TH_01H_GMP_2020_0005

. Baiiep Bavimap Mm6X i Ko. KI

: No6epaiinepLutpacce 20

: 99427 Baiimap, HimevuuHa

: DE_TH_01H_MIA_2020_0003/24-2525.02-001

: DE_TH_01H_GMP_2020_0004+DE_TH_01H_GMP_2020_0005

. baitep Baitmap 'm6X i Ko. KI

. DobepaiiHepwrpacce 20

. 99427 Baimap, HimeuuuHa

: DE_TH_01H_MIA_2020_0003/24-2525.02-001

: DE_TH_01H_GMP_2020_0004+DE_TH_01H_GMP_2020_0005

: He BUMarae cneujianbHux ymos
:2-25°C,24ron25-40°C

: AieHorecT 2 Mr
: TabneTku




Baiiep Baiimap 'm6X i Ko. KI Cropinka: 2 34
Hobepaiinepirpacce 20 CepTudpikar aHanisy oy
99427 Baitmap, HiMeuunHa flera: 05122022

Marepian: 80119798 BisaH, Tabnerku, Ne28 (2x14)
Cepis: WEW3VT KpaiHa: Ykpaina
Jarta supobHuurea: 07-09-2022
MpupatHuin go: 30-09-2027
Martepian: 81923302 TM-IM-VISANNE TAB BEC 2814
MNapris: WEWAITT IHCTpyKUis no koHTponto: P.5.2.01 - _
KoHuTponbHa napria: 890001060132 Cneuudpikauis: P.5.1.901 - _
N . . OauHuui
KoHTponb KpuTepiit NpUAHATHOCTI BUMIpY PesyneTtar
[lokymeHTU BUnycky IHCTpYKUis: BiAnoBinae
006617850-02
Cneuudikauis:
004470753-05
Mo3nayerHs DNG=pieHorecT -
Onuc: chopma Bunycky Tabnetku signosigae
Onuc: bopma Kpyrni 3i ckoweHumu
Kpasimu Bignosinae
Onuc: konip 6inoro abo maiixe Ginoro Bignosinae
Onuc: MapKyBaHHA BEPXHA CTOPOHA BUTUCHeHa “B” siagnosigae
Onuc: MapkyBaHHA HUXHSI CTOPOHA BiACYTHE Bignosigae
HiameTp 7 MM Bignosigae
laeHTudikauia DNG TLUX NOPIBHAHHA OCHOBHOT
nnsamu Bignosigae
laeHTudikauia DNG BEPX BiANOBIAHICTL YaciB
YTPUMYBaHHSA Nikis signosigae
PosnagaHHs makc. 15 XB. 4
fMpogyktu posnagy DNG BEPX
ByAab-AKUIA He BUSHaUEHUN makc. 0.2 % *)
Mpoayktu posnagy DNG BEPX cyma makc. 0.6 % )
PosunHenHsa DNG BEPX, 30 xB., cTagis 1,
OKpeMi 3HaYeHHA MiH. 85 % 97 98 99 100 100 99
Po3unHeHHs DNG BEPX, 30 xB., ctagia 1,
cepeaHe 3Ha4YeHHs MiH. 85 %




bavep Baiimap M'm6X i Ko. KI
Hobepaitnepurpacce 20
99427 Baiimap, Himev4yuHa

Ceprudikar aHanisy

CrtopiHka: 334
[arta; 05-12-2022

Marepian: 80119798 BisaH, Tabnetku, N228 (2x14)
Cepist: WEW3VT Kpaina: Ykpaina
Hara BupobHuursea: 07-09-2022
MpuaaTtHUiA Ro: 30-09-2027
Martepian: 81923302 TM-IM-VISANNE TAB BEC 2814
Napris: WEWITT IHCcTpyKUis no koHTpont: P.5.2.01 - _
KoHTponbHa napTia: 890001060132 Cneuudikauis: P.5.1.901 - _
KoHTponsb KpuTepiit NpUAHATHOCTI 2‘5:::;;“ PesyneTar
PosunHeHHs DNG BEPX, 30 xB., ctagis 2,
OKpEeMi 3HaYeHHS MiH. 65 % -
PosunHenns DNG BEPX, 30 xB., cTagis 2,
cepefHe 3Ha4YeHHsA MiH. 80 % -
Po3unHenHa DNG BEPX, 30 xB., cTagisa 3,
OKpeMi 3HavYeHHs MiH. 55 % -
Po3unHeHHa DNG BEPX, 30 xB., cTagia 3,
OKpEeMi 3HaYeHHSA Makc. 2 0a4.£ Q- 15% -
PosuuHenHs DNG BEPX, 30 xB., cTagis 3,
cepefiHe 3HaAYeHHS MiH. 80 %
OpHopigHicTb go3oBaHux oguHuub DNG 96.8 97.5 99.2 98.6 97.2 96.9
BEPX, cragis 1, okpemi 3HauyeHHs % 98.9 97.7 99.2 96.9
OAaHopiaHicTb go3oBaHux oauHuub DNG
BEPX, ctagia 1, kpuTepiit npuitHATHOCTI Makc. 15.0 % 3.0
OaHopigHicTb go3oBaHux oauHuub DNG
BEPX, cTagia 2, okpeMi 3Ha4YeHHs Y% -
OaHopigHicTb go3osaHux oauHuub DNG
BEPX, cTagis 2, Kputepi NpUAHATHOCTI Maxkc. 15.0 % -
KinbkicHe BusHadeHHs DNG BEPX 95.0-105.0 % 98.4
3arancHe Yucno aepobHux Mikpooprarismie  |makc. 2000 KYOIr ")
(TAMC)
3aranbHe YACAO APIXKAXKOBUX Ta nniceHesunx |Maxc. 200 KYOIr *)
rpubis (TYMC)
MikpobionoriyHa yuctoTa Escherichia coli |BigcyTHicTb B 11 "
Za L LN

*) TecTyBaHHA NPOBOAWTBCA Ha OCHOBI BUGIPKOBO! nepeBipku. MpoTe MU Takox i

iHCnekuii Ta BUMoram ans uiei naprii.




Baitep Baiimap MmM6X i Ko. KI'
Hobepaiinepwpacce 20
99427 Baimap, HimeuuunHa

Ceptudikart aHanisy

CtopiHka: 4 34
[ata: 05-12-2022

Marepian: 80119798 BisaH, TabneTtku, Ne28

Cepist: WEWS3VT KpaiHa: YkpaiHa
Oara supobHuursa: 07-09-2022

[MpuaaTHUit go: 30-09-2027

Uum s sacsiguywo, WO HaBegeHa Buwe iHdopmalis € AoCToBipHOW Ta TouHow. Lo cepito npoaykuii 6yno
BUPOGNEHO, BKMIOYAMM NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPOSb 1T SKOCTI Ha BULLE3a3HavyeHin AinbHuLi y
noeHiit BignoeigHocTi 3 Bumoramu GMP, BCTaHOBNEHUMU MICLEBUM PEryNATOPHUM OpraHoM, a TakoX BignosiaHO A0
cneundikauin, Wo MICTATLCA Yy peecTpauiiHomy aocbe. lNporokonu BupobHULTBA, MakyBaHHA Ta aHanisis 6yno
nepernsHyTo Ta BCTaHOBNEHO BignosiaHicTe GMP YnosHoBaxeHow Ocoboto.

Cepis 6yna npoTecroeaHa 3rigHo cneuudikauil i fo3soneHa Ao peanisauii.

Oanuit CepTucpikat skocTi 6yB CTBOPEHUI 3aKPUTOK EMEKTPOHHOK CUCTEMOK 06pobku AaHux, came Tomy
3aTBEPAXYETbCA €nNeKTPoHHUM nignucoM. EnekTpoHHui nignuc YnosHosaxeHoto Ocobolo BianoBiagHO A0 AUPEKTUBU
2001/83/EC. Ocobu, wo maloTs npaso Ha nignuc: Vera Schnapp, Wilko Wohlauf, Maja Schulte, Dr. Uwe Rossbach.

He 6yno BUABNEHO BiAXWUNEHb Ha eTanax BupobHuUyTBa Ta nakyBaHHA.

Po3wmip cepii: 14980 ynakoBok

EnekTpoHHWUi nignuc:

Hara/vac:
IHCnekuikHui noT:

Wilko Wohlauf (SGFMJ)
YnoBHoBaxeHa ocoba 3rigHo [upektusu 2001/83/EC

2022-12-05 11:05:08 a.m. UTC ( UTC +/- 0 = UTC/GMT )
890001061705




JEPKABHA CJIYAKEBA 3 JIKAPCBKHX 3ACOFIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KHEBI

Byn. BepesHaxkipceka, 29, Kuie, 02098, Ton. (044) 295-26-85 1en. (044} 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kon €/IPITOY 37079055

BHCHOBOK
npo AKicTEL BBe3eHoro B YKpalny aikapenkoro 3acoGy

01.06.2023 Ne 27156/23/26

BI3AH

(Hakmenysanuz alkapcokoro 3acoby 3riavo 3 peccrpauiiHum noceinrennam)
Tabaerich no 2 Mr, no 14 Tabnerox vy 6aicTepi, 1o 2 GaicTepyn B kApTONHIR navwi

(thopma M nycKy, LOTYBAHHA, BAN MAKYBAHHA Aikapcekorn sacofy)

Homep peectpauittioro nocsimsenna JA/11260/01/01 crpok aii peccrpauifinoro nocaiauenns HEOOMEKEH Wi

Cepin nikapcekoro 3acoby Ne WEW7T1 Kinbkicts saeaenoro nikapchroro 3acoby 16310
Bupo6ruk Baitep Batimap I'm6X i Ko. KI', Himeuuuna
(HaftMeryBaHHA BHPOGHHEKE Nikapeskoro 3acoly. KpaTha MOXOIKEHHA)
Baeaero b Yipalty TonapucTao 2 obmexxenoio Binnosinanbnicrio "Baifep, ineut. koa:
22911794

{HafiMeHyBaHy T8 koa 38 CJIPITOY opuianunol ocobn alo npizexme. iM's. no Garerosi diznsHol
ocobu - nianpHeEMUA, i Micue npokxeanHa Ta peceTpaniduri nomep ofinixonol kapTks NIaTHUKA
nostarkis a6o copin T2 HOMEp NACNOPTH)

Iporoxon slsyanskoro konrpoaso sin 01.06.2023 x 1499/4.

33 pe3syNNTATAMH [EPKABHOTO KOHTPOJIO BCTAHOBABHO, INO  fikapecokuii  3acil  seeleHo 5 Yipaiky 3
AOTPHMAHHAM O 38KONOABCTRA 100 3a6e3teHeHHn SKoCTi Nikapeskix acobin.

Hagan % Mukona XOJIOEHKO

(no o HTPOAIR) {niansc) {ininianu Ta npitanine)

v

o




banep Banmap 'uoX i Ko.KI
[obepanHepiutpacce 20
99427 Banmap, HimeuynHa

CTopiHka: 134

Ceptudpikat aHanisy flata : 09-05-2023

HaimeHyBaHHs NpoaykTy
Twun ynakosku
Posmip ynakoBku

MarepiarnsHni Homep

Kpaina npusHaveHHs

PeecTtpauiiHe noceigueHHs

Bunyck

Bupobsnua niuensia Ne

GMP Ceptudikar

YnakoBaHo

BupobHuya niuensis Ne

GMP CepTtudpikar

BupobneHo

BupobHnya niuensis Ne

GMP Ceptudbikar

YmMoBwu 36epiraHHs

YMOBW TpaHCNOPTYBaHHS

Cuna aii/ AKTUBHICTb

dopma BUNYCKy

: Bizan

: Bnictep

: 2 BnicTepu B KapTOHHIN naywi, 14 Tabnetok y Gnictepi
180119798

: Ykpaina
: UA/11260/01/01

: Baep Banmap 'm6X i Ko. KI

. Nobepannepiutpacce 20

: 99427 Banmap, HimeuuunHa

:DE_TH_O1 H_MIA_2023 _0003/24-2525.02-001

:DE_TH_01 H_GMP_2023 007 + DE_TH_01 H_GMP_2023_0008

: baiiep Baitmap M'moX i Ko. KI

: HobepainHepiurpacce 20

: 99427 Banmap, HimeuunHa

:DE_TH_O1 H_MIA_2023_0003/24-2525.02-001

:DE_TH_01 H_GMP_2023_007 + DE_TH_01 H_GMP_2023_0008

: banep Baimap 'm6X i Ko. KI

: DobepanHepwitpacce 20

: 99427 Banmap, HimeuunHa

:DE_TH_O1 H_MIA_2023_0003/24-2525.02-001

:DE_TH_01 H_GMP_2023_007 + DE_TH_01 H_GMP_2023_0008

: He BMMarae cneLjianbHux ymoB
12-25°C, 24 r0025-40°C

: [ieHorecT 2 Mr

: TabneTku




Bawnep Banmap 'm6X i Ko. KIF
HoGepanHepuiTpacce 20
99427 Banmap, HimeuydnHa

Ceprudikar aHanisy

CropiHka: 234
[ara: 09-05-2023

Martepian: 80119798 BizaH, Tabnetkn, Ne28 (2x14)
Cepis: WEW7T1 Kpaixa: Ykpaina
Data BupobHuuTea: 23-02-2023
MpupatHul po: 29-02-2028
Martepian: 81923302 TM-IM-VISANNE TAB BEC 2814
Mapria: WEWS57H IHCTpyKuia no koHTponw: P.5.2.01 - _
KoHTponsHa naptis: 890001074087 Creundikauis: P.5.1.901 - _
‘e . ; OpuHui
KoHTtpornb Kputepin NpunHATHOCTI BUMipY PesynsTat
LokymeHTv Bunycky [HCTPYKUia: Bignosigae
006617850-02
Cneundikauis:
004470753-05
[MosHauyeHHA DNG=gieHorect
Onuc: popma BUMycKy Tabnetkn Bignoeigae
Onuc: dhopma Kpyrni 3i ckowweHnmu
Kpasimu BiAnoBigae
Onuc: kornip 6inoro abo mamxe binoro Bianoeigac
Onuc: MapkyBaHHA BEPXHS CTOPOHA BUTUCHEHa “B” Bignosinae
Onunc: MapkyBaHHS HWKHS CTOPOHa BiCYTHE BignoBigae
LiameTp 7 MM BifirnoBinae
lnenTndikauiss DNG TLIX MOPIBHSIHHA OCHOBHOT
MsMu BiAnoBinae
lnenTndikauis DNG BEPX BiANOBIAHICTL Yacis
YTPUMYBaHHS fikiB BifgnoBigae
Posnapanxsa mMakc. 15 XB. 3
Mpogyxty posnagy DNG BEPX
Bynb-KUit He BU3HAYEHWI makc. 0.2 % <= 0.1
Mpopykrn posnagy DNG BEPX cyma makc. 0.6 % <=0.1
PosuuHenns DNG BEPX, 30 xB., cTagis 1, 101 102 103 102 101
OKpeMi 3HaYeHHS MiH. 85 % 103
PoauunneHHst DNG BEPX, 30 xB., cTagia 1,
cepenHe 3HaYeHHA MiH. 85 Yo 102




Bawnep Banmap 'm6X i Ko. KIF
HoGepanHepuiTpacce 20
99427 Banmap, HimeuunHa

Ceprudikar aHanisy

CropiHka: 334
[ara: 09-05-2023

Martepian: 80119798 BizaH, Tabnetkn, Ne28 (2x14)
Cepist: WEW7T1 Kpaixa: Ykpaina
[ata BupobHuuTea: 23-02-2023
MpupatHum go: 29-02-2028
Martepian: 81923302 TM-IM-VISANNE TAB BEC 2814
Mapria: WEWS57H IHCTpyKUist no koHTpomo: P.5.2.01 - _
KoHTponsHa naptis: 890001074087 Cneuundpikauis: P.5.1.901 - _
. . . | Oguunui
KoHTtpornb KpuTepin npuiHATHOCTI BUMIDY PesynoTat

Posunrenuss DNG BEPX, 30 xB., ctagia 2,
OKpeMi 3HauYeHHS

Posunrennss DNG BEPX, 30 xB., ctagia 2,
cepefHe 3Ha4yeHHs

Posunuenns DNG BEPX, 30 xB., ctagia 3,
OKpeMmi 3HaUeHHs

Posunnenus DNG BEPX, 30 xB., cTajis 3,
OKpeMi 3HaUeHHs

PosunHenHs DNG BEPX, 30 xB., cTtagis 3,
cepeHe 3HaJdeHHs

OpHopigHicTe gosoeanux ogmHuub DNG
BEPX, cTagis 1, okpemi 3HaueHHs

OpHopigHicTe pno3oBanmx oamHnus DNG
BEPX, cTtagia 1, kputepiil NpUAHATHOCTI

OpHopigHicTe po3oBanmx oamHnub DNG
BEPX, cTagia 2, okpemi 3Ha4eHHs

OpHopigHicTe go3oBaHux oguHnb DNG
BEPX, cTtagia 2, kputepin npunHATHOCTI

KinbkicHe BusHavyeHus DNG BEPX

B3aranbHe 4ucno aepobHNX MikpoopraHiamis
(TAMC)

BararnbsHe HYUCno APHKKOBUX Ta MNniceHesmnx
rpubis (TYMC)

Mikpo6ionoriyna ynctoTa Escherichia coli

MiH. 65

MiH. 80

MiH. 55

Makc. 2 oa.£ Q - 15%

MiH. 80

maxc. 15.0

makc. 15.0
95.0 - 105.0

makc. 2000

makc. 200

BiCyTHiCTbB 1T

Yo

Yo

%

Yo

Yo

%o

%

Yo

KYO/r

KYO/r

99.8 96.397.999.7 98.4 96.8
99.2 96.8 99.2 96.8 99.1 99.5

3.3

98.4

<= 10

<= 10

BignoBigae

*) TecrtysaHHsi NpoOBOAUTLCSH Ha OCHOBI BubBIpKoBOI nepesipku. lMpote mu Takox

iHcnekuit Ta Bumoram ans uiel naptii.

NiATBEPPKYEMO BIAMOBIAHICTD




Bawnep Banmap 'm6X i Ko. KIF

HoGepanHepuiTpacce 20 CepTrudpikar ananisy
99427 Banmap, HimeuunHa

Cropivka: 434
[ara: 09-05-2023

Martepian: 80119798 BizaH, Tabnetku, Ne28

Cepisi: WEWT7T1 Kpaina: Ykpaina
Darta BupobHuuTea: 23-02-2023

MpuaatHun fo: 29-02-2028

Linm s 3aceiguylo, WO HaBefeHa Bulle iHdopMalia € LOCTOBIpHOW Ta TouyHow. Lo cepito npogyxuii 6yno
BUPOONEHO, BKNIOYaAYK NakyBaHHA/MapKyBaHHSA Ta NPOBEAEHO KOHTPOMb i1 SKOCTI Ha Builje3asHadeHin ginoHudi y
MOBHI® BignosigHocTi 3 Bumoramu GMP, BCTaHOBNEHUMU MICLIEBUM PETYNIATOPHUM OpraHoM, a TakoX BiANOBIAHO 40
crneuudpikauin, WO MICTATLCA Yy peecTpauinHoMy Aocke. [lpoTokonu BupobHMLTBA, MakyBaHHS Ta aHanisis 6yno
nepernaHyTo Ta BCTaHoBNeHo BignosigHicte GMP YnosHosaxeHow Ocoboro.

Cepia byna npoTecToBaHa 3rigHo cneyudikadii i 4o3BonNeHa 4o peanisauil.

Oannn CepTuchikat akocTi OyB CTBOPEHUI 3AKPUTOK ENEKTPOHHOK CUCTeMoK o0bpobkn paHux, came Tomy
3aTBEPKYETLCH eNEeKTPOHHNM nignncom. EnekTpoHHui nignuc YnosHosakeHoto Ocoboto BiAnoBigHO 40 ONPEKTVBU
2001/83/EC. Ocobu, wo matoTs npaso Ha nignuc: Vera Schnapp, Wilko Wohlauf, Maja Schulte, Dr. Uwe Rossbach.

He Oyno BMABMEHO BiaxuneHb Ha eTanax BUpobHULTBA Ta NakyBaHHs.
Po3mip cepii: 16310 ynakoBok

EnekTpoHHun nignuc: Vera Schnapp (SGFPS)
YnoeHoBa)eHa ocoba 3rigHo Oupektuen 2001/83/EC
Hara/vac: 2023-05-08 02:43:29 p.m. UTC (UTC +/- 0 = UTC/GMT )

IHCnekuinHum nor: 890001075564


http://www.tcpdf.org

