(+38044)207-73-41 Biggin KOHTPOMK AKOCTI
(+38044)207-73-04 Ynosnosamena ocoba 3 AxocTi
(+38044)207-73-27 YnoeHosaxena ocoba 3 dapmaxonarnagy

Appeca 02093, m. Kwie, Byn. bopwucninbcbka, 13
d n pH u ug Ten./@akc: (+38044)566-68-78 lNpuamancHa m “ H“ l“‘“”
: 170000 5

Ceptudikar akocri / Ceprudikar ananizy N2 170000005755

1. HanmeHyBaHHA npogyKuii:

(HasBa, cuna Aii/akTMBHICTD, Nikapcbka dopma Ta

PO3mip yNnakoBkM (iA€HTMYHO 4O TEKCTY Ha
YNakoBUi roTosoi Npoaykuii))

2. Homep cepii:
3. Po3mip cepii:

4. KpaiHa-BupobHuk:

5. HameHyBaHHs KpaiHu | KpaiH npU3HaYeHHA

AnA cepii:
6. Homep peecTpauifiHOro NOCBigYEHHA:

7. NaTa Bupo6HuyTEa:

8. [laTa 3aKiH4YeHHA TepMiHy NpUAATHOCTI
(micaup i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. Hazea, agpeca Ta HOMep#W NiLYeH3in Bcix
AiNbHWLb BUPOGHULTBA | KOHTPONIO AKOCTI;

Ceptudikatn BignoeigHocti GMP Bcix
AiNbHUUb:

10. AHani3s BUKOHaHW 3rigHo:

PesynbTaTti aHanisy:

ONYKOHA30N-AAPHMLA

1 kancyna mictutb dnykoHasony 50 mr;

kancynu no 50 mr; no 10 kancyn y KOHTYpHIit 4apyHKOBIi ynakosui; no 1
KOHTYPHII YapYHKOBIN yNakoBUi y Nayui 3 MapKyBaHHAM YKPaiHCbKOK MOBOK

NK10424
78,332 TYN
YKkpaiHa
Ykpaina

UA/1153/01/01

04.2024
04.2027

BUPOGNEHO, BKNKUYAYN YNaKOBKY/MapKyBaHHA Ta KOHTpPONb AKocTi Ha MpAT
«DapmauesTuuHa ¢ipma  «[apHvua» 3a agpecow: ™M Kui, Byn.
bopucninbcbka, 13; niuensia AB Ne598086; ceigouteo npo atectauiio
nabopatopin BKA N2 128; ceptudikat GMP Ne 072/2023/GMP

MKA N3 go peectpauiitHoro nocsiguenHsa NeUA/1153/01/01 ein 04.04.2019
Ne728, 3i 3miHamm

N¢ n.n. HalimeHyBaHHA NOKa3HWKa BuUMOrn HOpMaTMBHOT AOKYMeHTaLil PesynbraTt aHanisy

1 Onwnc Teepai xenaTMHOEI Kancynu 3 KOPNYcom Ta kpuweukow binoro Bignoeipae
konsopy. Bmict kancynm - nopowok binoro abo maixe 6inoro
KONbOpY

2 lpeHTudikauis A Ha xpomaTorpami po3unHy nopieHAHHA (a), ofepXaHin B pozaini Binnogipnae
«CynposiAHi AOMIWKM», Yac YTPUMYBaHHA OCHOBHOTO Nika Mae
cnisnanam 3 4acoM YTPUMYBaHHA nika ¢DYKCIHB3OHY Ha
XpOMaTorpami po3unHy nopisHaHHA (b)

3 lneHTndikauis B YO-cnekTp NOMMWHaHHA BUNPOo60OBYBAHOTO PO34YUHY, Binnogeinae
NPUroTOB3HOrD, AK ONUCaHo B po3Aini «KinbkicHe BU3HAYEHHA», B
obnacti Big 220 M go 300 HM NOBMHEH MaTH MAaKCUMyMU 3a
[OBXMHK XBUNI (261£2) Hm i (267+2) HM i MiHIMYM 33 JOBXWHN
xBuni (26512) um

4 OpHopigHicTs Ao30BaHux oavHMUL  Bignosigae sumoram [10Y, 2.9.40 Bianosigae

3 PoznagaHHA He 6Ginbwe 30 x8 3 guckamu 10 xB.

6 CynpoBigHi gomilkn Nomiwkn A - He Ginbwe 1,0 % 0.1%

7 Cynpoainqum‘wﬁm Jomiwkn B - He Ginbwe 0,3 % 0,0 %

- ny
2
s L3
8 Cyngﬁéinﬂi OOMILIKK % Byab-AKoi iHWOI gomiwkm — He Ginbwe 0,2 % Bignosipae
> KopoTkoBa -
9 Cydposiai dOMREIA = Cyma BCix ROMiWOK - He Ginbwe 2,0 % 0.2%
= reopri'I‘BHa =
10 PosumnedndPIIOY/INMH T Bianosigac sumoram [1OY, 2.9.3 npu Q = 75 % 3a 45 xe Bignosinae
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Npogosxenna Ceprudikar akocri / Ceprnéikar ananisy N2 170000005755 m ""m"l"m“”I”l””"l[”m" " I”

Mikpobionoriuna uncrota

KinbKicHe BM3HAYEHHA

Ynakoska

MapkyBaHHA

3aranbHe umncno aepobHmx MikpoopraHiamie He Binsbwe 1000 KYO/r. Bignosigae
3aranbHe Yvcno ApikaKoBKX i nniceresux rpmbis He Ginbwe 100
KYO/r.BipcyTHicts Escherichiacolig 1 1

He meHwe 47,5 mr i He binbwe 52,5 mr dnykoHazony B kancyni, 8 50,3 mr/kanc
nepepaxyHKy Ha CepefiHio Macy BMICTY Kancynu

Bianosiaro no MKA N3 Bignoeinae

BifnoBigHO N0 3aTBEPKEHOro TEKCTY MaPKyBaHHA Bignoeinae

11. KomenTapi:

12. YmoBn 36epiraHHa:

13. 3aaBa npo cepTudikayito:

bes komeHTapis

B opwuriHanbHii ynakoeui npwn Temnepartypi He suwe 25°C. 36epiratk B HegoCTynHOMY ANA
niTen micui.

Lvm niateepaxyio, wo Bci BupobHuyi cTaail Ans wiei cepii rotoeoi npogykuii 6ynu nposegeti
B NOBHII BIANOBIAHOCTI 3 BUMOramu, BCTAHOBNEHUMM B YUMHHOMY KepisHuUTei no GMP,
3aTBepakeHoMy MiHICTEpCTBOM OXOpPOHM 340pOB'A YKpPaiHK, | 3 BUMOramu peectpauiinHoro
AOCLE KpaiHW NPU3HaYeHHA

Cepin po3soneHa go peanizauyii / sigeaHTaxenna 3 23.05.2024

NI6; Kopotkoga O.T.

MNocapa: YnoeHoBaxeHa ocoba

NianucaHo enekTpoHHum nignucom: 23.05.2024  11:01
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LlokyMeHT nignucaHo y cepeici BuacHo (noyaTok)
00481212_20240523_Certificate_170000005755.pdf

Crop. 232



LokymeHT nianucaHo y cepsici BuacHo (NpooBXeHHs)
00481212_20240523_Certificate_170000005755.pdf

JokymeHT Bignpasneno: 11:10 23.05.2024
BnacHnK AOKyMeHTY

EnekTpoHHuiA nignuc

11:10 23.05.2024

€APNOY/IMNH: 00481212

tOp. Hazea: NMPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA OIPMA OAPHULA
CTapLUuii iHcneKTop-ynoBHOBaXeHa ocoba: KopoTkoRa OkcaHa eopriiBHa

Yac nepesipku KEMN/EL|M: 11:10 23.05.2024

Cratyc nepeBipku cepTugikaty: CepTudikar aie

CepiiHui Homep: 32BA6ADAB780FF45040000009715000005D10100

Twn nignucy: kBanigpikoBaHui i
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