(+38044)207-73-04 YnoBHOBa)keHa ocoba 3 AKOCTi

Apgpeca 02093, m. KuiB, Byn. bopwucninbcbka, 13
Ten./Qakc: (+38044)566-68-78 [lpuiimanbHa
n n p H U | I q (+38044)207-73-41 Bigpin KOHTpOMIO AKOCTI

(+38044)207-73-27 YnoBHoBaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar akocti / Ceptudikar aHanisy N2 170000018301

1. HalmeHyBaHHA NpoayKLii:

(Ha3Ba, cuna pii/akTUBHICTD, NliKapcbka dopma Ta
po3mip ynakoBku (igeHTUYHO AO TeKCTy Ha
ynaKoBLji roToBOi NPoAYKLii))

2. Homep cepit:
3. Po3mip cepii:
4. KpaiHa-BUpPOGHMK:

5. HalimeHyBaHH#A KpaiHu / KpaiH Nnpu3HaYyeHHsA
ANnA cepii:
6. Homep peecTpauiliHOro nocBiguYeHHs:

7. aTta BUpoGHMLTBA:
8. [laTta 3aKiHYeHHA TepMiHy NpuAATHOCTI
(micaub i pik, nicna akoro J13 He 3aCTOCOBYETHLCA):

9. HasBa, agpeca Ta Homepu niueHsin Bcix
AiNbHULb BUPOOGHNLITBA | KOHTPONIO AKOCTI;
Ceptudikarm BignosigHocti GMP Bcix
AiNbHUUDb:

10. AHani3z BUKOHaHMIA 3rigHO:

PesynbTratm aHanisy:

OPHIOA30N-OAPHMLA

1 Mn po3unHy mMicTUTbL opHigasony 5 mr

po3uunH ana iHdysin, 5 mr/mn no 100 mn y ¢pnakoHi, no 1 ¢pnakoHy B nauui 3
MapKyBaHHAM YKPaiHCbKOIO MOBOIO

KE10225
29,893 TYN
YKpaiHa

YKkpaiHa

UA/17007/01/01

02.2025
02.2028

BMPOGNIEHO, BKIIOYaOUM yNakoBKY/MapKyBaHHA Ta KOHTPOMb AKOCTi Ha MpAT
«®apmaueBTnuHa dipma «[apHuua» 3a agpecow: M Kuis, Byn.
Bopucninbcbka, 13; niuyensia AB N°598086; cBimouTBo npo arecrtauito
nabopatopin BKA Ne 128; ceptudikat GMP N2 066/2024; Ne 067/2024/GMP

MKA N3 go peectpauiiHoro noceigueHHa NeUA/17007/01/01 sig 07.04.2023
Ne 657, 3i 3miHamu

N2 n.n. HalmeHyBaHHA NOKasHMKa Bumorn HopmaTnBHOI AOKyMeHTauii PesynbTtar aHanisy
1 Onuc Mpo3opa 6e36apBHa abo 3nerka XoBTyBaTa pignHa Bipnosigae
2 lneHTndikauia A Y®-cnekTp NornnHaHHA BUNPO6GOBYBaHOrO PO3UNHY, Bignosigae

NPUroTOBaHOrO, AIK ONMcaHo B po3aini "KinbkicHe BU3HauUeHHs.
OpHigason", B obnacri Big 230 HM go 350 HM NoBUHEH MaTh
MaKCMMYM 3a JOBXWUHU XBUAi (277+2) Hm

3 lpeHTndikauia B Ha xpomaTorpamax BUNpo60oByBaHOr0 PO3UMHY i PO3UUHY Bignosigae
nopisHaAHHA (b), ogepxaHnx y posgini " CynposigHi gomiwkmn", yacu
YTPMMYBaHHA OCHOBHMX MNiKiB MOBWHHI CniBnagaTu

4 Mpo3opictb Mpenapat mae 6yt Nnpo3opum Bignosinae
5 Konboposictb 3abapBreHHA npenapaTty NOBUHHO OYTW He IHTEeHCUBHILLUM 3a Bignosigae
eTanoH BY;
6 pH Bin 3,0 o 5,0 4,4
7 O6'em, WO BUTATAETbCSA Mpenapat nosuHeH Bignoeigatn Bumoram AdY, 2.9.17 Binnosigae
8 MexaHiuHi Bl‘quqeuyiﬂ: HeBUAUMI YacTtrHok po3mipom > 10 Mkm — He 6inbluie 6000 B KOHTeliHepi; Bignosigae
« n; : : o
HaCTUHKK N YactnHoK po3mipom = 25 mkm — He 6inblue 600 B KOHTenHepi
9 CynQ(;‘éi,qu JOMILLKM %o 2-meTun-5-HiTpoimigasony - He 6inbwwe 0,5 % 0,0 %
i HasapeHko -
10 Cyl:TpOBi,quMﬁmﬁkWa = Byab-aKoi iHWOoi gomiwkmn — He 6inbwe 0,2 % Bignosinae
= BikTopiBHa =
11 Cyﬁgosin@ﬂﬂaWQWmH 5 CyMma JOMILLOK - He Ginbue 2,0 % 0,0 %
s 00481212 ~
12 CTepmri;;}-;iCTb <f‘° Mpenapat mae 6yTn cTepunbHUM CrepunbHumn
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13 BakTepianbHi eHOOTOKCUHM MeHuwe 2,5 MO/mn Bignosinae

14 KinbkicHe BusHaueHHsi OpHigason He meHuwe 4,75 mr i He 6inble 5,25 mr 8 1 mn npenapaty 4,95 mr/mn

15 KinbkicHe Bu3HaueHHs Hatpito He meHuwe 8,55 mr i He 6inblwe 9,45 mr B 1 mn npenapaty 8,94 mr/mn

xnopug

16 YnakoBka BignosigHo go MKA J13 Bignoginae

17 MapKyBaHHs BignoBsigHO 0O 3aTBEPAKEHOro TEKCTY MapKyBaHHA Binnosigae

11. KomeHTapi: bes komeHTapis

12. YmoBum 36epiraHHa: B opuriHanbHili ynakoBui npu Temnepatypi He Buwe 25°C. He 3amopoxyBaTu. 36epiratv B

HegoCTYNMHOMY ANA AiTen micui.

13. 3asBa npo ceptudikauiro: Lum nigTBepaxyto, Wwo BCi BUpobHMYI cTagii ana uiei cepii rotoBoi npogykKuii 6ynu nposeaeHi
B MOBHIlA BiAMOBIAHOCTI 3 BUMOraMu, BCTaHOBNEHNMMN B YUNHHOMY KepiBHUUTBI no GMP,
3aTBepaKeHoMy MiHICTEpPCTBOM OXOPOHU 340POB’A YKpaiHu, i 3 BUMOramm peectpauiiHoro
JOCbE KpaiHW NpU3HaYeHHA

Cepia no3BoneHa go peanisauii / BigBaHTaxkeHHa 3 20.03.2025

3aTBepaxyio

MIb: HazapeHko M.B.

Mocapa: YnoBHOBaxeHa ocoba

MignucaHo enekTpoHHum nignucom: 20.03.2025  10:47

\k"‘)OHH " n;
X ‘%‘,

S~ HasapeHko
e MapiaHHa
- BikTopiBHa
~  €EAPNoy/IirnH
~ 00481212 . -

; [lokyMeHT nignucaHo y cepsici ByacHo (no4yaTok)

P, Do 00481212_20250320_Certificate_170000018301.pdf
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[okyMeHT nignucaHo y cepsici BuacHo (npofoBxeHHs)
00481212_20250320_Certificate_170000018301.pdf
Homep gokymeHTy: 170000018301

JokymeHT BignpasneHo: 10:51 20.03.2025

BignpaBHUK fOKYMEHTY

EnekTpoHHuI nignuc

10:51 20.03.2025

€4PMOY/IMNMH: 00481212

lOp. HazBa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULUA
CTapLunit iHcneKTop-ynoBHOBaXkeHa ocoba: HazapeHko MapiaHHa BikTopiBHa

Yac nepesipku KEMN/ELTT: 10:51 20.03.2025

CrtaTyc nepeBipku cepTudikaty: Ceptudikar gie

CepiitHuit Homep: 2DBD5940D955E12A040000007D810000BA2D0OD00

Tun nignucy: kBanidikoBaHwi

Tun cepTudikaTy: KBanihikoBaHui



f\upem 52093, M. Kwe, Byn. boputiinbChra, 12

(4380241207 73-47 Binain KOHTPOAK WKOCTI

(+28044 73 i YnosHoBakeHa cooba 3 AxoCT

B L R B 0029608

TL0% .07 YROBROBAKEHA ©CHda 3 QapmMakonarnagy

CepTudikat axocti / CepTudikar ananisy N2 170000029606

1. HaitmeHyBaHHA NPORYKUIT: OPHILA3ON-0APHWUA

(Ha3Ba, cuna AiifakTMBHICTL, NiKapcoka popma 1a 1 M po3unHy micTuTs opripasony 5 mr

PO3MID YNAKOBKK (IA@HTNYHO 40 TeKCTy Ha posunH ans iHdyain, 5 mriva no 100 may dnakoui, no 1 dnakoHy B na4ui 3
yNaKosuyi rotoBol npoay ki) MApPKYBAHHAM YKPAIHCLKOK MOBOIO

2. Homep cepil: KE11123

3. Poamip cepii: 29,679 YN

4, Kpaixa-BupobHuk: Ykpaina

5, HaiimeHyBaHHA Kpaiku / KpaTk Npu3HaueHns Ykpaita
ANA cepii:

6. Homep peecTpayiitHoro nocBigueHHsn: UA/17007/01/01
7. Nata BupobHuuTBa: 11.2023
8. [lata saKiHueHHS TepPMIHY NPUAATHOCTI 11.2026

(micaus i pik, nicns akoro N3 ne 3aCTOCOBYETHCA Y

9. Hassa, agpeca Ta Homep# niuensiit BCix BIPOBAEHO, BKAIOHAIOUY YNAKOBKY/MAPKyBaHHA Ta KOHTRO/IL akogti Ha MpAT
ainbHuyb BUpoBHUUTBA | KOHTPORIO AKOCTI; «QapnmauesTrura dipma «/lapHnuay 3a anpecoio: M Knis, syn. bopucninbeexa,
Ceptudikarn signosignocri GMP scix 13;

AinbHuyb! niteHsia AB Ne59808E,;

cBipOUTEO Npo aTecrauin naboparopin BKA N¢ 128;
cepTudikar GMP Ne 066/2023; N¢ 071/2023/GMP

10. Axanis BUKOHAHWUA 3riQHO! MKS /13 no peectpayiiinoro nocsifueHHn NeUA/17007/01/01 8ig 07.04.2023 N2
657

Pe3synbrarti aHanisy:

Ne .. HalimenyBanHR NOKasHuKa Bumory HOPMaTUBHO! JOKYMeHTaLil Pesynbrar aHanisy
1 Onuc fposopa, be3bapsra abo 3nerka K uTyBaTa PiIuHa Bigrosigac
2 {nenrudikauin A YO-Crexip normRadHs unpobosysanHoro podiany, Bigrnosiga¢

RPUFOTOBAHOTO, AK ONUCAHD B Po3aini "KinbKiCHe BU3HAUEHHA.
Opwigason”, 8 obnacti gig 230 #m 20 350 HM NOBMHEH MaTH
MAKCHMYM NPU foBRMH xBUn {27712) Bm
3 inedTudikayia B Ha xpomaTorpamax punpobOBYBAHOTO DOIHMAHY T3 PO3HMHY
nopisasnks (B). oTpumanux y posaini” CynposigHi pomiuku’,
YIPUMYBaHHA OCHOBHIX TIKIB 0BIRHI CNIBNAAATH

4 Npo3opicTd Mpenapat mae By Npo3opRUM
5 KonsoposiCTs 3abapenennn npenapaty mac Byt ve IHTEHCUBHILLYM 32 eTan
BYS
6 pi 3,0-50
7 Of'em, wa pwwmm% Mpenapat Mae BIANOBIHATH BUMOTIM aoy, 2.9.17
\( f?’,
<'~1\ i)
8 MEX&HNW Kmous.-HHﬂ ¢ BinnosinHo po MKA 13 Bignoseinae
HasapeHko 4
9 Lynposlnu M(%\;i)l [ - 2-MeTun-B-HiTpoimaasony - He Gitiue 0.5 % 0,0 %
KTOD!BHd b
10 Cyﬂpoaiu%%DQ&%mh ;Z" ByLL-AKOT HUIOT AOMILIKY — HE Binpwe 0,2 % Bignosinac
0481212 ~
11 C_ynposmm LOMILIKY w:ﬁ Cyma pomiwok - He Binbwe 2,0 % 0.1 %
7 g Mooy F A
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Npoposxenns Ceprudikar akocti / Ceprudikart ananizy N2 170000029606 m ““mmmmIm"lm“mm"Imm

12 CrepunbHiCTo Mpenapat mac Oyt CTepRbHUM Crepunbrui

13 BakrepianbHi eHAOTOKCUHN Merwe 2,5 MO/mn Binnogigac

14 KinbkicHe BuaHaueHna oprigazony 4,75 - 5,25 mr/mn 4,88 mrimn

15 KibKICHE BU3HBUEHKHA HATPIO 8,55 - 9,45 mr/mn 8.99 mrimn
Xnopuay

16 YRakoska Bignosigro 4o MKA N3 Bipnosigac

17 MapkyBari+n BignosigHo o MKA 113 Bianosigae

11. Komenrapi:

12. Ymosu 36epirasun;

13. 3anBa npo ceprudikanio:

Be3 komenTapis

B opuriHanbHilt ynakosdui npuv Temnepatypi He suwe 25°C. He 3amopoxysatv. 3Bepiratv B
HEQOCTYTIHOMY 18 AiTen Micyl

LM migTBepmKyio, WO B¢l 8upobHMY cTagl ans wici cepil rotosol npoaykuil ynun nposeaeHi
B FOBHIA BIAMNOBIAHOCT 3 BUMOTaMA, BCTAHOBIIEHAMI B MUHHOMY KepiBHWLTBI NO GMP,
3aTsepKeHoMy MIHICTEPCTBOM GXOPOHM 310POB A YKpaiku, | 3 BUMoramu peeCTpauinioro
NOCBE KpalHn NPU3HAYEHHA

Cepin possonexa go peanisauyii / BigsaHtamenHs 3 14.12.2023

[ib: Hazaperko M.B.

MNocapa. YNoBHOBaXeHa ocoba

Iignucano enexkTpoHHum nignucom: 14.12.2023  13:46
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[loKyMeHT nignucano y cepaici BuacHo (no4atoK)
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