Anpeca 02093, m. Fuim, oyn, Bopncninscexa, 13
Ten. /@awc: (+38044) 566-6E-T8 MpeAMansHa
ﬂ n p H u u g (+38044) 207-T3~-41 Bipgin xoutpono AmocTi
(+3B044)207=T3-04 ¥nosworawenda ocofa 1 axocti X

(+#3B044)207=-73=-27 ¥Ynoswobdweny ocofa 3 dapasaxowarnany

Ceprudikar akocri / Ceprndikart ananisy Ne 170000023910

1. HalmenyBanHA Npogyxuii: OYPOCEMIA-AAPHLA

(Ha3ga, cuna AiifakTeHicTs, nikapcoka dopma Ta 1 Mn pozusHy MicTuTe dypocemigy 10 wmr
POIMIp YNAKOBKK (IAEHTAMHO 40 TEKCTY Ha poaurn ana in'exuii, 10 smrfan no 2 mn e amnyni
ynakorui rotosol npoaykuil) N 10 (5x2) B nauui. MapkyBaHHA YKPATHCEKOK MOBOW
2, Homep cepii: YBS0T23

3. Poamip cepii: 33,232 ™¥YN

4. Kpaina-snpoBHnk: YrpaiHa

5. HaiimeHnyBaHHA Kpaidia | Kpaid npusnavenns Yxpaina

anA cepii:

6. Homep peecTpauidHoro noceigueHHa: UAJ2353/02/01

7. Dara supobHuyrea: 07.2023

8. faTta 3akiH4EHHA TEPMIHY NPUAATHOCT 07.2026

{micauw i pik, nicna akoro N3 ve 2acTocoayETRCA):

9. Hasea, agpeca Ta HOMEpPW niyensin Beix BUPOONEHD, BEMNIOYANYK YNAXOBKY/MAPKYBAHHA Ta KOHTPONL AKOCT] Ha MpAT
AINGHALL BRPOGHMYTES | KOHTRPONK AKOCTI; sDapmagestiyiHa dipma «flapHvuar 3a anpecow: M KWie, syn. Bopucninscexa,
Ceprudikarn signosiguocri GMP acix 13;
AlnBHWYE: niuenaia AB NeS98086;

ceigouTeo Npo arecTauio nabopaTtopin BRA Ne 128:

ceptudikat GMP N2 050/2022/GMP
10. AHaniz BHKOHAHWA 3rigHo: MEA N3 go peecTpawifHoro noceiguenns NMEUA/2353/02/01 aig 21.11.2017

NI4T0, 30 ImiHaMK

PesynoTatu avaniay:

Nt n.n, HahmenysaHHa NoOKaIHWKa Bumorw nopmaTeHol goKkymeHTayii PeayneTat ananisy
1 Onue Npozopa, Geabapena abo Nerka MOBTABY PIOMHA Bignosigae
2 InerTrdisadia Y@-cnexTp BUNPOGOEYRAHOTO POIUHHY, NPWIOTORAHOID, AK Binnosigae

onucaHo B poanini cKinckicke awaHaverdas, 8 06nactl sin 220 Hw
A0 300 i NOBAHEN MaTA MAKCHMYMM 33 QOBPHN xBANE (22812
M (27 14£2) v Ta Mibinys 33 goscaHn xamni (24922) Hm

3 NpolopicTe Npenapat mae GyTid NPOIORAM Blgnosigae
4 Konwoposicte JabapanevHa npenapaty mae GyTh He iWTeHcuaniwKm 32 etanod B Bignosigae
abo BYS
] pH BB8-98 8.5
] CynposigHi gosiwem -3nop-5-CyNbdaMOINAHTRAHINDEGE KUENOTH - He Binswe 1,0 % 01%
7 Cynposigni gomiwemn Cyma iHwmx QomiwoK - He Binbwe 0.5 % 0.0%
gponnna .
8 O6'em, tfo BuTAraETHCA el ] Mpenapar mae sianoeigaty swvoram Q0¥ 2917 Binnosinae
[ s}
- :
- OxoTHIKOES -
g Mexaniuui ““ftf'r‘s'd%’“ B M Bignosigae ammoram OO0, 2.9.20, BP, Bignoeinac
HACTHHEMN M 0 = =
10 Mﬁammﬁﬂ}?ﬂ“ﬁ?ﬁ?ﬂqirﬂ M Bianorigac avmoram 0¥, 2.9, 2! Bignosigae
LACTMHKM = .. 4
11 'L'_'rep'hgbm'cg?qa?z'] 2 i - Mpenapat mac GyTa CTepuns CrepuasHAn
L &

Ia“” . pu?
Crep. 132




s ot o <o sy onozsss || EIANNDID

12 BakTeplansHi eHAOTORCANN [paHruHA KOMUSHTRALIA SHAOTOKCUMIE = He Binswe 35 MO/un Binnosinae
13 Kinbxicke Busnavenna dypocesiny 9.5 - 10,5 mrimn 9.9 mrimn
14 ¥nakopka Bignosinno ao MEA N3 Bignosigac
15 Mapxypanus BignoeigHo o MEA N3 Bignosigac
11. KomenTapi: Be3 komeHTapie

12. ¥moew 3Gepiranus: B opuriHancHin ynakosul npy Temnepatypi He suwe 25°C. He samopomkysati,

13. 3anea npo ceprudikauin:  Lium nigTeepasyi, wo scl supotuwil cragii gna uiel cepii roTooi npoayELWil Gynu nposeaeHi
8 NOBHIA BIANORIAHOCT] 3 BMMOraMK, BCTAHORNEHMMW B YuHHOMY KepisdwyTei no GMP,
zaTeepeHoMY MiICTEPCTROM OXOpOHK 300pos’s Yipaikm, | 3 sumoramn peccTpayifinero
ADCHE KPATHW NPAIHAYEHHA

Cepin pozsoneda Ao peanizauii / sigeanTamennn 3 24.08.2023

ZaTeepaMyr

MiE: OxotHikosa T.M.

Mocaga: YnoeHoBaxeHa ocoba

Mignncaro enexkTpornm nignwcom: 24 08.2023  08:57

Ookyment nignucano y cepaici BuacHo (novaTok)
00481212_20230824_Certificate_170000023910.pdf

Crop. 222



HokymeHT nignucado y cepeici Buacuo (npogomwennn)
00481212_20230824_Certificate_170000023910.pdf

HokymeHT Bignpasnedo: 09:01 24.08.2023

BnacHuk nokymenTy

EnexTpoHHKA nignKc

09:01 24.08.2023

EOPNOY/INH: 00481212

W0p. nazza: NPUBATHE AKLIOHEPHE TOBAPMCTED ®APMALIERTHYHA MIPMA OAPHWLA
NPOBEIAHKA IHCNEKTOp-yNoBHORaXEHa ocoba: OxoTHikoea TeTaka MukonaieHa

Yac nepesipkn KEMN/ELN: 09:071 24.08.2023

Cratyc nepesipiku cepTudikarty: CepTudikar pie

Cepidwi vomep: 32BABADARTE0FF45040000000E1CO0007 7500000

Tun nignuey: keanihikoBaHKi




(+38044)207-73-04 YnoeHoBaxeHa ocoba 3 AKOCTI
(+38044)207-73-27 YnosHoBaxeHa ocoba 3 ¢apMmakoHarnagy

Adpeca 02093, M. Kuis, Byn. Bopucninbcbka, 13
o DI e kol e Ten./Qake: (+38044)566-68~78 [MpuitmanbHa
& m @Hu u % (+38044)207-73~41 Bipain KoHTponlo akocri

CepTudikar akocti / Ceprudikar ananisy Ne 170000023911

1. HalimeHyBaHHA npoayKuii: OYPOCEMIL-NAPHWLIA

(Ha3Ba, cuna pilfakTuBHICTb, NiKapcbka popma Ta 1 M po3unHy mictutb pypocemigy 10 mr

PO3Mip yNakoBKW (ileHTUYHO [0 TEKCTY Ha po3uuH Ana iH'ekuitt, 10 Mr/mn no 2 mn & amnyni
ynakosui rotosol npogykuii)) Ne 10 (5x2) B nauui. MapkyBaHHs YKpaiHCbKOIO MOBOIO
2. Homep cepi: YB60723

3. Po3mip cepii: 33,641 TYN

4. KpaitHa-Bupo6Huk: YKpaiHa

5. HalimeHnysaHHs KpaiHu / KpaiH npusHavueHHs YKpaiHa

ans cepii:

6. Homep peectpauiiiHoro nocsigyeHHs: UA/2353/02/01
7. OaTa Bupo6HNUTBa: 07.2023

8. Nara saKiHueHHs TepMiHy npupaTHOCTI 07.2026

(micaub i pik, nicna akoro J13 He 3aCTOCOBYETHLCA):

9. Hasga, agpeca Ta Homepu niyeHsiii Bcix BMPOGNIEHO, BKIOYaIOUN YNaKoBKy/MapKyBaHHSA Ta KOHTPONb AKOCTI Ha MNpAT
ANBHULb BUPOGHULTBA | KOHTPONIO AKOCTI; «®apmauesTuuHa dipma «lapHula» 3a agpecoto: M Kuis, Byn. Bopucninbcska,
CeptudikaTu BignosigHocti GMP Bcix 13;

AinbHULb: niveHsia AB Ne598086;

CBIZOUTBO NpPo aTecTauito labopaTopiit BKA Ne 128:
ceptudikat GMP Ne 050/2022/GMP

10. AHani3 BUKoHaHwii 3rigHo: MK#A J13 no peectpauiitHoro noceigueHHa NeUA/2353/02/01 sig 21.11.2017
N21470, 3i amiHamu

PesynbTaTtu aHanisy:

Ne n.n. HaliMmeHyBaHHA nokKasHuKa Bumoru HopmaTtueHoT goKymeHTauii PesynbTat aHanisy
1 Onuc Mposopa, 6e3bapeHa abo 3nerka xosTaBa pigvHa Bignosinae
2 laenTudikauis Y®-cnekTp 8UNpo6oBYBaHOTO PO3UWHY, NPUFOTOBAHOrO, AK Bignosinae

onucaHo B pozAini «KinbkicHe Bu3HaueHHsY, B obnacTi Big 220 Hm
A0 300 HM MOBUHEH MaTU MaKcUMyMU 3a AOBMKUHU XBUMb (228+2)
HM 1 (271£2) Hm Ta MiHIMYM 33 SOBXUHN XBuUNi (24942) HM

3 Mpenapat mae 6yT¥ Npozopum BiAnosviAae
4 3abapsneHHs npenapaty Mae 6yTW He IHTEHCUBHILLUM 3a eTanoH B6 Bignosinae
abo BY6

5 88-98 9,6

6 4-xnop-5-cynbpamoinaHTpaHinosoi kucnot - He Ginblwe 1,0 % 0,1%

7 Cyma iHWmnx gomiwok - He Ginbwe 0,5 % 0,1%

\w‘,cnnmﬁ a;
8 06'e%ﬁfo BUTAFAETbCA '9'21’ Mpenapat mae signosigaty sumoram 4OY, 2.9.17 Bignosigae
¢
~  OXOTHikoBa o

9 MexaHiuHi BKTI@FISH%HI BMAW\E’L Bignoeigae sBumoram 0V, 2.9.20, BP, SCI N Bignosinae
uangHKMM " - -

10 MeXaHiq%iﬁgﬁ%?;ym plesmgﬁ’mi Binnoeigae sumoram Y, 2.9.19, metog 1.B Bignogigae
YactMHKW 5 o .

11 CTep%bHiCQQ481 2T o ~ Mpenapar Mae 6yTU CTepUnbHUM CrepunbHuiz

o »
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NpopnosxenHa Ceptudikar akocri/ Ceprudikat ananisy N2 170000023911

N

12 BakTepianbHi eHAOTOKCUHM TpaHMuHa KOHLEHTPALliA EHAOTOKCWHIB - He 6inbwe 35 MO/mn Bignosigae
13 KinbKicHe BuaHauenHa dypocemigy 9,5 - 10,5 mr/ma 10,1 mr/mn
14 YnakoBka BipnosigHo go MKA J13 Bianosigae
15 MapkyBaHHA Bignosiaxo go MKA 13 Bipnosinae
11. KomeHrTapi: Bes KomeHTapis

12. YmoBu 36epiraHHs:

13. 3asBa npo cepTudikauiio:

B opuriHanbHil ynakosLi npu Temnepatypi He sulle 25°C. He 3amopoxysaTti.

Lium nigTeepaxyto, Wo Bci BUpobHWYi cTagil ana Li€i cepii rotosoi NpoayKuil 6yan nposefeHi

8 MOBHIM BiANOBIAHOCTI 3 BUMOramMu, BCTAaHOBNIEHUMUN B UNHHOMY kepisHuuTsi no GMP,
3ateepaKkeHomMy MiHiCTepCTBOM OXOPOHU 30poB's YKpaiHy, i 3 Bumoramu peecTpaliniHoro

BOCHE KPaiHU Npu3HaUYeHHs

Cepina po3BosieHa A0 peanisauii / BigBaHTaXeHHA 3 31.08.2023

3aTBepaXyto

MIB: OxoTHikoBa T.M.

Mocapa: YriosHoBaxeHa ocoba

MignucaHo enektpoHHuM nignucom: 31.08.2023 14:39

[loKyMeHT nignucaHo y cepsici BuacHo (noyaTok)
00481212_20230831_Certificate_170000023911.pdf

Crop. 232



HAoKyMeHT nignucano y cepsici BuacHo (NpoaoBKeHHs)
00481212_20230831_Certificate_170000023911 pdf

LokymeHT BignpaeneHo: 14:50 31.08.2023

BriacHUK fOKYMeHTy

EneKTponHwmii nignuc

14:50 31.08.2023

€0PNOY/INH: 00481212

tOp. HasBa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA GIPMA OAPHWLUA
NPOBIAHWIA iHCNEeKTOP-yrioBHOBaXeHa 0coba: OxoTHIKoBa TeTaHa MuKonaisHa

Yac nepesipku KEM/ELIMN: 14:50 31.08.2023

Craryc nepesipkn ceptudikary: Ceptudikar gie

CepiliHuit Homep: 32BA6ADAS780FF45040000000E1C000077500000

Tun nignucy: keanidbikosaHui
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