CEPTUDIKAT CEPII Ne 017/2022 Big 01.02.2022 p.,
BYHOEXIJ1, ma3b no 30 ry Ty6ax, C. 2

Ne HaﬁMEHYBaPHH Busors MISI JI3 Pesyub'_ra'm
3/n IMOKA3HUKIB aHaJi3y
4 | Maca BMicTy yNaKOBKH Bin28,80r no31,20r 30,03 r
S | Iepexucue yucio He Oinke 24,6 ma [O)/kr 3,02 mo [O)/kr
6 | KuesnorHe unc/10 He 6inbwe 5,0 mr [KOH]/r 3,58 mr [KOH])/r
7 | MikpoGionoriuna Kpurepil npuiinaTHocTi MikpoGionoriunol YucToTH
YHCTOTA (JADY 1.4,5.1.4):

sarajibHe  4ucno  aepoOHUX  Mikpoopranismie | TAMC < 10
(TAMC) — 10 KYO/r;
3aranbHe YHC/I0 AP DKPKOBHX Ta ruticeHeBux rpudis | TYMC < 10
(TYMC) - 10" KYO/r;
He fonyckaerTses HasBHicTh Staphylococcus aureus | He pusiBneHo
Bl
He  jonyckaeTbes — HasBHicTh  Pseudomonas | He suspneno
aeruginosa B 1r.

8 Kinbkicne Busnavennsi:

BwmicT cyMH KapOTHHOTAIB He menie 12 mr% 23,15 mr%
y nepepaxyHky Ha [-kapoTuH
(CD-meTon)

9 | Bmicr 3aranbHuX nonideHonis He menue 0,15 % 0,194 %

y NepepaxyHKy Ha Iiporasio

10 | ¥Ynakoska [To 30 ry Ty6mu. Bianoginae
Koxny TyOy pa3oM 3 iHCTPYKLIE A1 MEAHYHOIO
3aCTOCYBaHHS BKJIA[AalOTh Y MavKy KapTOHHY.

11 | Mapkysanus ; VY BianosigHOCTI A0 MakeTy. Binnosinae

HactynHum s niaTBepAXyHo, WO HaBeAeHa Bulle iH(popmalis € fJocToBipHOK Ta ToyHoW. Cepito VB0122 masi
BYHOEXIN no 30 r y Ty6ax, 6yno BupoGneHo (BKNO4Ya4YM NakyBaHHA/ MapKyBaHHs) Ta NPOBEAEHO KOHTPOSb
Tl sikocTi Ha BuUle3a3sHaueHOMY BUpPOOHMUTBI y MoBHIW BignoeigHocTi po Bumor GMP, wo BcTaHoBneHi
perynsiTopHMM OpraHom, a TaKoX BiAnoBiAHO OO0 cneuMdikauin, WO MICTATLCA Y peecTpauiiHoMy AOChE.
MNpoTokonu BMpoGHMUTBA, MakyBaHHA Ta aHanidie ©Oyno nepernAHyTO Ta BCTAaHOBMNEHO iX BiANOBiAHICTHL
BumMoram GMP Ta peecTpauiiiHoro aochke.

YnoeHoBaxeHa ocoba, Aka Bupana
A03BiN Ha BUNYCK cepii

DaTta « O’( »  JAAOWVAGNAD)

M.B. AHaoHieB
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HaiiMeHyBaHHA nikapcbKoro 3acoby
KpaiHa-BUpOGHMK

Homep peecTpauiiHoro nocsig4yeHHA
Cknapn nikapcbkoro 3acoby (1 r)

Nikapcbka hopma

Po3amip i TMn ynakoBku

Homep cepii/ poamip cepii

Oata Bupo6HMUTBa

HarTa 3aKiHYeHHA TepMiHy NpUAATHOCTI

Appeca BupobHuuUTBa Ta Nnaboparopii
BiAOiny KOHTPOno AKOCTI

Homep niueHsii Ha BUpoGHMUTBO
CsipoutBo npo atectauito BKA
AHanis BUKOHAHO 3a

BYHOEXI
YKPATHA
Ne UA/7236/01/01

Qiroui _pevoeuHu: npononicy HacToiku (1:10) 50 mr, cochopmu

ANOKCEKOT HacTowku (1:2) 30 mr,

KapodpineHy 30 mr,

nepcrady

HacTonkm (1:5) 20 mr, aepesilo HacTolkK (1:5) 20 Mr.

Mazb

Mo 30 r B Ty6i; no 1 Ty6i y nauui
VB0122/ 7126 yn.

20.01.2022 - 21.01.2022 p.
12024

62495, XapkiBcbKka ob6nacTb., XapKiBCbKUM paioH,
cmT Bacuwese, Bynuusa NMpomucnosa, 16-a

Cepisi AE Ne 637448 Big 07.07.2015 p.
Ne 221 Big 29.07.2014 p.

MKHA 113 sare. Hakasom MO3 Ykpainu Ne 3072 Big 29.12.2020

Ne HaiimenyBauus PesyabTarn
FERE Bumoru MKSI JI3 s

3/ NMOKAZHUKIB aHajaizy

I | Onuc Ma3sb JKOBTO-KOPHUHEBOro KONbOpY, 3 Jjerkum | Binnosinae

crneuHdiuHuM 3anaxom.

2 | Inenrudirkauis
2.1 KaporuHoinn
(sxicHa peaxiis)

22 (Dnasou-afnu
(skicHa peakuis)

Tlpu nonaBaHHi 10 BMTATY 3 npenapaty maeniio P

[Ipu nopasanui 1o po3uuny npenapary cypyu (I111)
xiopudy posuuny P Mae 3’ABAATHCA 3€/ICHYBATO-
CHHe 3a0apBieHH, WO WBHAKO 3HHKAE.

NOpoWKy Ta Xxaopucmogoonesol xuciomu P mae
3'ABIATHCS YepBOHE 3a0apBieHHs.

3’aBnsieTbes
3€/1IeHyBaTO-CHHE
sabapp/ieHHs, 11O
LIBMIKO 3HHUKAE
3’aBaseTbes
YepBOHE
3abapBneHHs

2.3 Karexin
(TLIX)

Ha xpomaTorpami BUNpoOyBaHOro po3vHHY MaloTh
BUABJIATHCA: 30HA YEPBOHOrO KOJBOPY Ha piBHI
30HH TOrO 3K KOJIbOPY Ha XpOMAaTOrpami po3uuHy
NMOopiBHAHHA (KaTexiH), 30Ha BiA CHHBOrO 10
dhioneToBoro KoAbOpy, pO3TALIOBAHA BHILE 30HH
KaTexiHy (noni)eHoNbHI CHoayKH).

BusBndioTeCA:  30Ha
YEPBOHOTO KOJILOpY Ha
piBHI 30HH KaTexiHy Ta
30HA  TEMHO-CHHBLOIO
KOJILOPY, PO3TallOBaHA
BHLLE 30HH KATeXiHYy

3 | Oauopiauicts

He maioTh BUABAATHCS BHAMMI YacTKH
BKJIIOYEHHA | 03HaKM (i3H4HOI He
arperatis i KOaJecUEeHIlis YacTOK, KO.

%}‘ TOCTT s
I_\_i;»;f'm'ei-a;,- e L

inrnosinae
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HaitmeHyBaHHA NikapcbKoro 3acoby

KpaiHa-BupobHuk

Homep peecTpauliHOro NnOCBigYeHHA

Cknag nikapceKoro 3aco6y {1 r)

Nikapckka chopma
Po3mip i THR ynaKoBKK
Homep cepiil posmip cepii

fara BupoGHULTEA

ara 3akiHyeHHA TepMmiHy NpuOaTHOCTI

Aapeca BUpOGHUUTBA Ta nabGopaTopil

BigAiNny KOHTPOMK AKOCTI
Homep niueHsii Ha BUpoGHHUUTEO

Ceigoureo npo atecrauio BKHA
AHaniz BUKOHAHO 3a

BYHIOEXIN
YKPAIHA
Ne UA/7236/01/01

Liroyi  peyoauHu:
ANOHCLKOT  Hactowku (1:2) 30 mr,

npononicy HacToWku {1:10) 50 wr,
kapodpineny 30 mr,

cotiopn
nepcTady

HacToRku (1:5) 20 mr, pepesito HacToWkK (1:5) 20 Mr.

Mazn
Mo 30 r B TYGi; no 1 Ty6i y navui

VB0821/ 7172 yn.
23.09.2021 - 24.09.2021 p.
IX 2023

62495, XapkiBcbka oGnacTk., XapkiBcbkvi paioH,
cMT Bacuwese, Bynuuq Npomucnesa, 16-a

Cepis AE Ne 637448 Bin 07.07.2015 p.
Ne 221 sig 29.07.2014 p.

MKA N3 saTe. Hakazom MO3 Ykpainu Ne 3072 gig 28.12,.2020

Ne Haiimenyramia ; PesyanTaT
/1 II(JKEI‘J[)IHKiB Buvorn MK JI3 al}uuliay |
I { Onue MazlL KOBTO-KOPHYHEBOIO KOMBLOPY, 3 Jerkus | Bianosinae
creanPiMHUM 3anaxom.
2 | IzenTudirania
2.1 Kapotunoiau [TpH acmapanui Do poszunily npenapaty cypwy (1) | 3'asnseToen

(akicHa peakuin)

xropudy posyuxy P omae 3’aRNATUCA 3EACHYRATO-

CHRE .3HGapBJ'[eHHF[, O WBKXAKO 3HHKAE,

JEMEHYRATO-CHHE
SaGEIPBJ'IBIIIIH.. o
LHIBHAKQ 3IHKAC

2.2 PaaBoHOINM
{axicHa peakuin)

IlpA AcnaeaHHi 10 BUTAFY 3 npenapary mazwiio P
HODOUIKY Td JCJ’EO}’JI.(CHI‘UGO()HEBOEI kucromi Powmae
I'ABAATUCA YEPBOHE 320apBIEHHS.

3’apnseThed
ucpBoie
3adapBieHHA

2.3 Karexin
(TLUX)

Ha xpomartorpasi Bunpo0yeaHoro po3yuHy mMakeTb
BUAB/IATHCA: 30HA YEPBOHOTO KOJNLOPY Ha piBHi

30HH TOTO MK KONMBORY Ha xpoma’rorpami PO3HHILY -

nopiBiAnnAg  (KaTexid), 730H4 BL1  CHHBLOIC [0
({IONCTOBOrO KONBOPY, PO3TAlIORAHA BHMILE 30HH
Katexiny {nomidieHONBH CHONY KH).

|
i
|
|
|
I

¢ 3003

BuasnAloTLCA:  30HA
HEpPBOHOIO KONLORY 113
piBHl 30HII KATEXIHY T4

| BHIIE J0HH KATEXIHY

TEMHO-CHHROTO
| RONLODY, PO3TALIOBAHA

3 | Oanopianicrs

He MawoTh BUABIATHCA BUAMMI UACTKH, CTOPOHHI
BKAFOUEHHS 1 03HakM  (isHuHoi HecrabinbHoCTI:
arperauis i KoaTecUeRuis YACTOK, KOAry:TAilid.

I
I

i
1

\[

Bignorigae




CEPTU®IKAT CEPII Ne 121/2021 Big 05.10.2021 p.,
BYHAEXI, ma3sb no 30 r y Tybax, C. 2

2 il PesyabTats
e Haumeuynafﬂm Bumorn MK JI3 Yy
3/M NOKRASHHKIB aHAaJI3y
4 | Maca BmicTy ynakoskn Bin28,80ra031,20r 2981 r
5 j IlepexucHe uncio He dinbute 24,6 ma [O)/xr 3,02 M3 [Olfwr
6 | Kncnorne vieno He 6inewe 5,0 mr [KOH]/T 3,55 mr [KOHN)/T
K MikpoGiosoriuna KpuTepil npukinaTHocTi mikpobionoriuxol uneroTu
5! YHCTOTA (IdY 1.4,5.1.4)
i saransde  unehne  aepo@HuX  Mikpoopraizmino | TAMC |5
(TAMC) - 10° KYO/r,
3arafibHE UMCII0 APKANOBKX Ta nuiceHeenx rpubis | TYMC < 10
(TYMC) - 10! KYO/r;
He JOMyCKaersea HassHicTe Staphylococcus aureus | He suasneno
B lrg
! He  JonyckaeTbcsa  HaseHicTh  Pseudomonas | He eusrneno
acruginosae 1r.
8 | KinbkicHe BH3HAYEHHH!
BMiCT CyMH KapOTHHOI iR He menwe 12 Mr¥% 27,28 mr%
y nepepaxyHky Ha [3-kapotuit
(CO-meTon)
9 | Bumict zaransnux nonidetonis He menwe 0,15 % 0,194 %
y nepepaxyHKy Ha niporanon
10 | ¥Ynaroska [To 30 r y TyGu. Binnosinae
Kosxny TyOy pa3zom 3 iHCTPYKUIEO ANS MEAHUHOIO
3acTOCYBAHIA BKRAIAI0Th ¥ MaHKy KapTOHRY.
1l | MapkyeaHHs Y pinnosignocTi 40 MakeTy. Binnosinae

HacTynHUM A NigTEEepOXYI0, WO HaBeaeHa BUlle iHhopMaLia € AOCTOBIPHOK Ta TOUHOW, Cepito VBO821 masi
BYHAEXIN no 30 r y TyBax, 6ynoc BUpoOGieHO (BKMIOYAIOYY NMAKYBaHHA! MAPKYBaHHA) Ta NPOBEASHO KOHTPOMbL
Wi AKOCTI Ha BUE3a3HAaYeHOMY BMpOBHWUUTBI y noBHiW BianosipHocTi go BuiMor GMP, wo BCTAHOBNEHI
perynATOpHMM OprakoM, a TAaKOW BIANOBIOHO OO chneundikauif, WO MICTATLCA Yy pPeEcTpaUikHOMY AOCHE.
MpoTOKONM BHMRPOGHMLUTBA, NAKYBAHHA Ta aHaniiie 6yno NepernaHyTo Ta BCTAHOBMEHO iX BignoeigHicTb

BuMoram GMP Ta peecTpauiiHoro Aocke,

YnoeHoBaXeHa ocoba, AKa BHgana
A03BiN Ha BUNycK cepii

o Og » M :_":- )<

M.B. AHpOHIiEB

Harta
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