Appeca 02093, m. KuiB, Byn. bopucninbcbka, 13

Ten./®akc: (+38044)566-68-78 [lpuiimanbHa

(+38044)207-73-41 Biggin KOHTpPOMO AKOCTI

+38044)207-73-04 YnosHOBaxeHa ocoba 3 AKoCTi

( 170000027860

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

Ceptudikar akocrti / Ceptudikar aHanisy N° 170000027860

1. HaliMmeHyBaHHA npoAyKuii: OVNKNOGEHAK-OAPHULIA

(Ha3Ba, cuna Aii/akTUBHICTb, Nikapcbka popma Ta 1 M PO3UUHY MICTUTL AVKNodeHaKy HaTpito 25 Mr

pOo3Mip ynakoBKM (iAEHTUYHO 4O TEKCTY Ha po3uuH ana iH'ekuint, 25 mr/mn (mg/ml) 2,5 % no 3 mn B amnyni
ynaKoBLi roToBoi npoayKuii)) Ne 10 (5x2) B nayLi 3 MapKyBaHHAM YKpalHCbKOK MOBOHO

2. Homep cepi: 1AH31023

3. Po3mip cepii: 30,250 TYN

4. KpaiHa-BUpPOGHMK: YKpaiHa

5. HalimeHyBaHHA KpaiHu / KpaiH npusHavyeHHa YkpaiHa

ANnA cepii:

6. Homep peecTpauiiiHoro nocsig4yeHHaA: UA/4060/01/01, forosip noctaskn N0 PHARMAROST-1
7. AaTa Bupo6HULTBa: 10.2023

8. [JaTa 3aKkiHYeHHA TepMiHy NPNAATHOCTI 10.2026

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

9. HasBa, agpeca Ta Homepu niLeHsii Bcix BUPOGNEeHO, BKITIOYaloUM YNakoBKy/MapKyBaHHA Ta KOHTPOJb AKOCTI Ha MpAT
[iNbHULb BUPOGHULTBA | KOHTPOJTIO AKOCTI; «DapmaLesTnuHa dipma «JapHuusay 3a agpecoio: M Kuis, Byn. bopucninbcbka,
Ceprtudikaru BignosigHocti GMP Bcix 13;

AinbHULb: niyeHsia AB Ne598086;

cBifoLTBO Npo aTecTauito nabopatopiit BKA N 128;
ceptudikat GMP Ne 071/2023/GMP

10. AHanis BUKOHaHUIA 3rigHo: MKA N3 Big 20.01.2021 go PN UA/4060/01/01, Jorogip noctasku Ne
PHARMAROST-1 Big 01.12.2022

PesynbTaTu aHanisy:

Ne n.n. HalimeHyBaHHA noKa3HuKa BuMoru HopmaTUBHOI BOKyMeHTaL i Pe3ynbTtart aHanisy
1 Onuc Mpo3opa, 6e3bapsHa abo 3i 3nerka »OBTyBaTUM BIATIHKOM pifuHa 3 Bignosifae

Nerkum cneundiyHMm 3anaxom
2 lpeHTudikauia A Ha xpomaTorpamax Bunpo6oByBaHOro PO3UNHY Ta PO3UUHY Bignosinae

nopiBHAHHA (a), OTpUMaHKX Y po3aini "KinbkicHe BU3HauYeHHs.
JnknodeHak HaTpilo", Yacu yTpUMyBaHHA nika AuknodeHaka HaTpio
MatoTb cniBnagatu

3 lneHTudikauia B Ha xpomaTorpamax Bunpo6osyBaHOro PO34mMHYy Ta PO3UUHY Bignosinae
nopisHAHHA (a), oTpUMaHuX y po3gini "KinbkicHe BUSHaueHHS.
MponineHrnikonb, 6eH3UNoBUIA CNUPT", Yacu YTPUMYBAHHA NiKiB
nponineHrnikonio Ta 6eH3MNOBOro CNUPTY, BiANOBIAHO, MaloTb

cniBnagatu
4 lnenTudikauia C Mpenapat aac peakuito (b) Ha cynbdiT (HaTpito meTabicynbdiT) Bignosigae
5 lneHTndikauis D YO-cneKTp norfvHaHHA BUNpoboByBaHOro po3unHy B obnacTi sif Bignosinae

220 Hm no 400 HM NOBUHEH MaTU MAaKCUMYM MOFIMHAHHA 3a

(pOHHUY AOBXUHN XBUAI (275%2) HMm

6 ﬂpoaogiaﬁﬁb ’ ’k?(,} Mpenapat mae 6yTn Npo3opum Bignosigae
R &
W a8 — 5 ¢
7 KOHEODOB{QTth THIKOBA - ONTWYHa ryCTWHa NpenapaTty noBuHHa 6yTn He 6inbwe 0,05 0,01
- eTAHa
8 06'em, wd\BUTHr s TR A % MpenapaT mae Bignosigatk Bumoram Y, 2.9.17 Bignosinae
- eaPnoy/IrnH &
o* 4y o e
9 Mexatjuni BAGYERH BugUmi Bignosinae Bumoram AdY, 2.9.20 Bignosinae
qacmrﬂ'@;l? C,ﬁ
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MpopoBxeHHs CepTudikar akocti / CepTudikar aHanizy Ne 170000027860 l” |"III‘I”I"|”I”I"”"“""HI”I" m

MexaHiuHi BKNtoYeHHA: HeBUOUMI
YaCTUHKN

pH

CynposigHi gomiwku

CynposiaHi fomiwku

CynposigHi gomiwKu

beH3anbgerig

CTepunbHicTb

AHOManbHa TOKCUUHICTb
bakTepianbHi eHaOTOKCUHK
KinbKicHe BU3HauYeHHA auKnodpeHaky
HaTpito

KinbKicHe BU3HaueHHsA 6eH31NoBOro
cnmpTy

KinbkicHe BM3HaueHHA
nponineHrnikosnto

KinbKicHe BU3HaueHHs HaTpito
MeTabicynbdity

YnakoBka

MapkyBaHHs

Bipnosinae sBumoram dY, 2.9.19, metog 1.B

7,8-8,8

AuknodeHak foMilku A - He 6Ginble 1,0 %

Bynb-akoi HeigeHTUdIKOBaHOI AOMILLKM - He Ginble 0,2 %
Cyma 6yab-aKux HeineHTUOIKOBAHUX JOMILLOK - He Binblie 0,5 %
He 6inbwe 0,01 %

Mpenapat Mae 6yTn cTepUIbHUM

Mpenapat Mae ByTU HETOKCUYHUM

[PaHWuYHa KOHLEHTPAaLis eHAOTOKCUHIB - He binblue 116 MO/Mn
23,8 - 26,3 mr/mn

38 - 42 mr/mn

190 - 210 mr/mn

He 6inblwe 0,66 mr/mn

BignosigHo no MK# 113

BianoeigHo go MKA /13

Bignosinae
8,1

0,0 %
Bignoginae
0,1 %
Bianosipae
CrepunbHui
He TokcnyHuin
Binnosigae
25,0 mr/mn
41 mr/mn
203 mr/mn
0,55 mr/mn
Bignoginae

Bignosinae

11. KomeHTapi:

12. YmoBu 36epiraHHa:;

13. 3asBa npo cepTudikauiio:

Bes komeHTapis

HefJlocTynHoOMY AnA giten micui.

B opuriHanbHin ynakosui npu Temnepatypi He Bule 25°C. He 3amopoxysaTtu. 36epirati B

Lium nigTeepmxXyto, Wo BCi BUPOGHUYI cTagii ana uiel cepii rotosoi NpoAyKuii 6ynu nposegeHi

B MOBHIl BiANOBIAHOCTI 3 BUMOramu, BCTaHOBAIEHUMU B YvHHOMY KepiBHUUTBI o GMP,
3aTBepKeHoMy MiHicTepcTBOM OXOpPOHW 340pOB’A YKpaiHu, i 3 BUMOramm peectpalliiiHoro
[OCbE KpaiHu NpuU3HayeHHA

Cepin nosBoneHa go peanisauyii / BigBaHTaxKeHHA 3 22.11.2023

MIb: OxoTHikoBa T.M.

Mocapa: YnoBHoBa)eHa ocoba

3aTBepaXKyto

MianncaHo enekTpoHHuUM nignucom: 22.11.2023  10:10

HokymMmeHT nignucaHo y cepsici BuacHo (noyaTok)
00481212_20231122_Certificate_170000027860.pdf

Crop.232



JoKkyMmeHT nignucaHo y cepiici BuacHo (MPogoBKeHHs)
00481212_20231122_Certificate_170000027860.pdf

[okymeHT BignpasneHo: 10:15 22.11.2023

BnacHUK AOKYMEHTY

EneKTpoHHMIA nignuc

10:1522.11.2023

€4PrOY/IMH: 00481212

tOp. HasBa: MPUBATHE AKLUIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA OAPHULUA
NpoBILHWUIA iHCMEeKTop-ynoBHOBa)keHa ocoba: OxoTHikoBa TeTAHa MukosnalBHa

Yac nepesipku KEM/ELM: 10:15 22.11.2023

Cratyc nepeBipku ceptudikaty: CepTudikar aie

CepiitHunit Homep: 32BA6ADA8780FF45040000000E1C000077500000

Tun nignucy: kBanidikoBaHWi
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Afipeca 02093, M. Kui

8, Bym. Bopucninsceka, 13
Ten./Gakc: (+38044) 566-65-78 MNpuamansia
Q Q p H u u ﬁ (+38044)207-73-41 Binnin xoHTponic skaci
(+38044)207-73-04 YnosHosaxeHa ocoba 3 AKOCTI
(+38044)207-73-27 YnoeHomaxeHa ocoba 3 $apmakoHarnany

CepTudikar akocri/ Ceprudikar ananizy Ne 170000027861

1. HalimeHysanns nposykuii: AVKNOGEHAK-DAPHMLA

(Hazga, cuna giiakrusricTs, Nikapcbka dopma 1a 1 mn PO34MHy MICTUTE AuKnodenaky HaTpito 25 mr
PO3Mip ynakosku (igeHTuuHo go TeRCTY Ha PO3YWH AnA iH'ekuiin, 25 mrfmn (myg/mi)2,5% no3mn e amnyni
YNaKoBUi roTosaT Npoaykuii)) Ne 10 (5x2) B nauui 3 MapKYBaHHAM YKPaiHCbKOW0 MOBOD
2. Homep cepii: 1AH41123

3. Poamip cepii: 30,307 T™vN

4. Kpaina-supo6Huk: YKpaTHa

5. Halimenysanna kpainn / KpaiH npu3HaveHHa Ykpaia

And cepif;

6. Homep peecrpayitiforo nocBigYeHHA: UA/4060/01/01, Horosip nocragku Ne PHARMAROST-1
7. faTa eupoGHuyrea; 11.2023

8. NaTa zakiHyeHHA Tepminy npngaTHocTi 11.2026

(micayb i pik, nicna skoro N3 He 33CTOCORYETLCA);

9. Hazea, agpeca Ta HOMepu nileHzii Bcix BUPOONEHo, BKNIOYaIoUN YNaKCeBKy/MapKyBaHHA Ta KOHTPOAL AKOCTI Ha MpAT
AinbHULDL BUPOGHMUTE] | KOHTpOnIO AKoCTi; «DapmMaieBTMYHa dipma «lapHuyay 3a aApeco: m Kunis, Byn. bopucninechka,
Ceprudikatn BignoeigHocri GMP acix 13;

AiNbHULL: nidensia AB N2598086;

CBIJOUTRO Npo aTecTauin nabopatopilt BKA Ne 128:
CepTudikat GMP Ne 071/2023/GMP

10. AHaniz eukonanwii srigno: MKH J13 8ig 20.01.2021 po P UA/4060/01/01, forosip nocraekn Ne
PHARMAROST-1 Big 01.12.2022

PesynbTaTtu ananizy:

N2 n.n.  HadfimenysaHHs nokasHuka Bumorn nopmaTtueHoi ACKYMeHTayii Pesynbrar ananiay
1 Onune Mpozopa, 6ezbapeHa abo 3i 3nerka PKOBTYBaTUM BIATIHKOM pigvha 3 Bignosigae

Nerkum cneumdivHim 2anaxom
2 tnerTndikauia A Ha xpomaTarpamax BUNMPOOOBYBAHOFO PO34uHy Ta posunHy Bignosinae

NOPIBHAHKA (a), oTpUMaHKX ¥ posgini "KinbkicHe BuanavenHs.
Buknodenak Hatpile", yacn YTPAMYBAHHA Nika AUKNodeHaka HaTpiio
MaKTbh CRiBNafaTh

3 Ha xpomarorpamax BUNPOGOBYBAHOIO PO3UMHY Ta PO3UUHY Binnoeigae
NCPIBHAHHA (a), cTpUMaHmnX Y po3gini "KinbKicHe BM3HayeHHR,
[Mponinenrnikonb, GeHsunosmi COVPT", YacK yTpuMyBaiHa nikis
nponinexraikonio Ta 6eHannosoro CMPTY, BIANOBIAHO, MaTh
cnienagaty

4 lMpenapar pae peakuito {b) Ha cynbity {HaTpito meTabicyrmbdit) Bianoeinae

5 Y®-cnektp nornuHanta BUNPoBOBYBAHOMO pO3UMHY B 06nacTi Bif Binnosipae

W 220 Hm 5o 400 HM nosuHer matw MaKCUMyM NOrNMHAHKA 3a
1\30 "70 ACBXMHYM xBuni (27542) Hm
<] ﬂpos(igjd*h ’40 Mpenapar mae 6y npozopum Bianoeinae
%
(3
Y .
7 KonBoposlenoTHiKOBA - OnTuyHa rycTHa npenapaty NosmHHa Gyt He Ginbiue 0,05 0,01
> TeTAHa 2l
8 O6%m, wdbhiaseisya = Mpenapar mae signosigaru sumoram aay, 2.9.17 Biarosinace
z EAPTOY/NH uy
- -~
8 Mexaiuni EHAMER BT e Bignoeigae sumoram 1OV, 2.8.20 Bignoeigae
t-racmmi@g a0
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Mpopoexennn Ceptudikar akocri / Ceprndixar adanizy Ne 170000027861 l“ I”"III”I”I”I”I”I""””I””' m I"

MexaHriduhi BMoueHHA: HeBuanmi
YACTHHKMW
pH

CynposigHi fomillKir

Cynposigni fomiwkn

CynpoBigHi gomilke

BeHzansgerig,

CrepunbhicTs

AHOMabHa TOKCUUHICTL
baxTepianbHi eHaoTorCMHE
KinokicHe BruzHayenns omknodeHaky
HaTpilo

Kinsxicke BrsHaueHHA GeHannosoro
cannpTy

KintkicHe BuzHayeHHs
nponinenrnikono

Kinskiche susHauyeHha HaTpik
meTabicynbbity

Ynakoeka

MapkygaHHs

Bignoaifae sumoram JOY, 2.9.19, meton 1.8

7,8-8,8

HuknodeHak pomiwkm A - He Giablwe 1,0 %

byAs-sikoi HeigeHTudikoBaHOT QOMILIKY - He Binbioe 0,2 %
Cyma 6yAb-AKnX HeifenTUBIKOBAHWX SOMILOK - He Binblue 05 %
He 6inbwe 0,01 %

Mpenapat mac 6yTM CrepunbHUm

Npenapar mac 6yTn HeTOKCHUHMM

[PaHItHa KOHLIEHTPALIA eHEOTOKCUHIB - He Gibwe 116 MO/
23,8 - 26,3 mr/mn

38 - 42 wmrimn

190 - 210 mr/mn

He finbwe 0,66 mrimn

Binnoeigno po MKA N3

Bipnosigko ao MK4 N3

Biarioginae
8,1

0.0 %
Bianoeipae
0.1 %
Bignosigae
CrepunbHmi
He Tokcuunmi
Bignosinae
25,1 mrfmn
41 mrfmn
203 wmr/mn
0,57 wmrimn
Binnosigae

Bianoeigae

11. Komenrapi:

12. Ymoswu 36epiranns:

13. 3anBa npo cepTundikaifo:

bes KomeHTapis

HefoCTYRHOMY 012 fgiTeil Micwi.

B opurinanbHii ynakoswi npm TemMnepartypi He Buule 25°C, He 3aMopoxkyeaTl. 36epirati B

Lum nigTeepgxyio, wo eci BUPOGHNYI cTagii ana wier cepif roToroi Nnpogykuil Gynn nposeaeHi

B NOBHIA BiAnosigHoCTi 3 BUMOTamN, BCTAHOBIRHUMW B YNHHOMY KepieHUYTRI no GMP,

3aTsepmpreHomy MiHicTepcteom oxoponn 3gopos’a Yk

AOCBE KPATHK MPU3HAYEHHA

Cepin noseonena go peanizauyii / BigBaHTaxeHHA 3 27.11.2023

paitu, i 3 BUMOramv peectpalifiHoro

ME: OxoTHikosa T.M.

Nocaga: YnosHoBaxera ocoba

3areepaxyio

MignvcaHo enekTpoHHM mignucom: 27.1 1.2023 13:28

HokymenT nignucao y cepgici ByackHo (novarok)
00481212_20231127_Certificate_17000002786 pdf

Crop. 232




19

Appeca 02093, m. Kuie, pyn. Bopucninbcoka, 13
Ten./Make: (+38044)}566-68-78 lMpuiimanbHa
ﬂ @ p H U u ﬁ {+38044) 207-73-41 Bigpin kouTpOmo AKocTi

{+38044)207-73-04 ¥YnoeHoBameHa ocoba 3 AKocTi
(+38044)207-73-27 YnoeHoBaxeHa ocoba 3 (apmakoHarnAgy

Ceptnédikar akocri / Ceprudikar aHanisy Ne 170000027862

1. Hafimenysauua npopyxuil: ANKNO®EHAK-AAPHMLA

(nasBa, cuna giifakiusHicTy, nikapcbka dopma Ta 1 MA po3uMHY MICTUTL AVKNOdeHaky HaTpile 25 mr

pO3mip yNakoskn (I0EHTMYHO [0 TEKCTY Ha po3uMH anA iH'ekuin, 25 mrfvin (mgfml) 2,5 % no 3 mna B amnyni
ynakoBLji roTosol npoaykuii)) N2 10 (5x2) B nauLi 3 MapKyBaHHAM YKPaIHCHKOK MOBOIG

2. Homep cepif: - 1AH51123

3. Poamip cepii: 13,831 TYn

4. KpaiHa-BupoGHNK! YkpaiHa

5. HalimenyeahHA KpaiHn / KpaiH npusHadelHs Ykpaiva

anA cepii:

6. Homep peectpauiilHoro nocsiguesHs: UA/4060/01/01, Horoeip nocrasku Ne PHARMAROST-1
7. Oata Bupo6HMYTEA: 11.2023

8. BaTa 3aKiHYeHHA Tepmidy npugaTHocTi 11.2026

(micaup i pik, nicna Akoro /13 He 3acTOCOBYETLCA):

9. Hasea, agpeca Ta Homepy niuensiii Bcix BUpOBAeHO, BKNIOYAIoUM YTaKoBKY/MapKyBaHHA Ta KOHTPONbL AKOCTI Ha MpAT
AinbHULB BMPOGHNLTEE | KOHTPONID AKOCTI; «QapmauestyHa dipma «apHuuay 3a agpecoo: m Kuig, By, bopucninbceka,
Ceprtudikarn signoeiguocri GMP Bcix 13; :

ANbHULB: nideHsia AB Ne598086;

csinouTeO Npo arectauiio nabopartopin BKA Ne 128;
ceptudixat GMP Ne 071/2023/GMP

10. AHaniz RukoHaHU 3rigHo: MKA 113 gig 20.01.2021 no PI1 UA/4060/01/01, Norosip nocrasku Ne
PHARMAROST-1 sig 01.12.2022

PesynbtaTi aHanmisy:

N2 n.n. - HalmenyBaHHA MOKa3zHWKa Bumorn HopmaTUBHOT fokymenTanii PezynbTat aHanisy
1 Onune MNpozopa, 6eabapeHa abo 3i anerka KosTyBaTHM BIATIHKOM pifivHa 3 Bignoeinae

Aerkim criegvdiuHumM 3anaxom
2 IneHTMdikain A Ha xpomarorpamax aunpobosyBaHOro po3unHy Ta po3uury Bignosigae

NORIiBHAHHA (a), OTPUMaHWX ¥ poagini "KinokicHe susHayeHHA,
Avknodenak HaTplio”, wack yTpuMyBaHHa nika guinodeHaka HaTpilo
MaloTk CrTiBnagaTi

3 IpeHTudikauia B Ha xpomavorpamax BuNpoGoByBaHOro PO3MIHY Ta PO3UMHY Bignosinae
nopisHAaHHA (a}, oTpumaHux y po3aini "KinbkicHe Bu3HaueHHs.
Mponinexraikon, 6eHsUNoBMA cNUPT", Yack YTPUMYBAHHA Nikis
nponineHraikonio Ta 6eX3MN0BOrO CNUPTY, BiANOBIAHD, MaloTh

cnienagat

4 lnenTudirayis C lMpenapat gae peaxuito (b} Ha cynbdiTut (HaTpilo meTabicynbdit) Bignoeigae

5 laenTndikadia D " Y®-cnexTp normnuHankHA sunpofosyBaHoro posuuHy B o6nacti sig  Bipnosiaae
220 Hw no 400 HM roBUHEH MaTK MaKCUMYM MOTNIMHAHHA 33

<pOHHU AOBXWHW XBWNi (27512) Hm
6 I'Ipoagvgjzz’r‘b ”":q% MNpenapar mae GyTH Npo3opUM Bignosinae
[
LY &
7 KonBoposfcr@THIKOBa - OnTUuHa rycTHa npenapary NoeWHHa 6yiu He Ginowe 0,05 0,01
. = TeTAHa - .
8 Oem, wdlikpaaiaKa = Mpenapar mae slgnoeigat sumoram AOY, 2.9.17 Bignoseinae
=~ eOPIOY/HIH &
9 Mexayjuni SOESAIR suaumi Bignosipae sumoram A0Y, 2.9.20 Bignoslpae
qacrmﬁ@g o '

TCane y B
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HPOAOB)I;EHHH Ceprudikar axocti / Ceprudikar ananisy N2 170000027862 I“ mlll"”l"l”l"m”“Im””l”" ”"

-

MexaRiuHi BKNIOYEHHA: HeBuanMMI
YACTUHKK

pH

CynpogigHi gomiiky

CynpoBigHi AoMitky

CynposigHi goMitKy

beHzaneneria

CTepuneHICTb

AHOMaABEHA TOKCUYHICTL
bBaKkrepianbHi eHOOTOKCHMHK
KinbkicHe BU3HaYEHHA AvKITOdEHaKY
Hatpiio

KinsKkicHe BM3HaYeHHA BeH3MADBOTO

canpTy
KinbkicHe BuanayeHHa

" nporninedrnikono

+ - b -
KinbKicHe BUaHausHHA HaTpilo
meTabicynbgity
Ynakoeka

MapkysaHnna

Bignoeigae sumoram [1OY, 2.9,19, metop 1.B

78-88

AuvknodeHak fomiwkn A - He Sinbwe 1,0 %

Bygb-akol HeipeHTUdIKoBaHOT gomitiky - He Ginbwe 0,2 %
Cyma Bynb-Akux HeigeHTMdikoBaHux gamiwok - He Sinbwe 0,5 %
He Ginbwe 0,01 %

MNpenapaT Mag GyTH crepUnbHM

MNpenapar Maeg 6yT1 HeTOKCMYHYWM

[paHuyHa KoHUeHTpaLUis eHAOTOKCKUHIB - He Binbiue 116 MO/mMn
23,8 - 26,3 mrimn

38 - 42 mrimn

190 - 210 mrimn -

He &inbwe 0,66 mrimn

BignosigHo go MKA A3

BignosigHo go MKA N3

Bignosinae
8,1

0,0 %
Bignoeigae
0,1%
Bianoeiaae
Crepunohni
He vokcuunuii
Bignoeigae
24,9 mrfmn
41 mrivn
205 mrimn
0,57 mrimvn
Bipnoeinae

Bipnosinae

11. KomeHTapi:

12. Ymorw 36epiravua:

13. 3aasa npo ceprudikauiio:

be3 komeHTapis

HefAOoCTYNHOMY ANA Alreli micui.

B opurinaneHiil ynakosui npu Temnepatypi He Buwe 25°C. He 3amopoxysari. 36epiraTv B

Lum nigteepaxyto, wWo ecl BupoGHKYl cTagii Ana Uil cepii roTosol npogykuii 6ynn npoeepeni

B NOBHIA BIANOBIGHOCT] 3 BUMOraMu, BCTAHOBNEHMMU B YMHHOMY KepiBHMUTB! no GMP,
saTBepa#eHoMy MIHICTEpCTEOM OXOpOHY 3A0POR'A YKpaiHw, | 3 BMmoramm peectpalifiHoro
AOCbE KpaiHW rpysHadYeHHA

Cepia possoneHa Ao peanisadii / sigpaHTamkesHs 3 22.11.2023

MIB: OxoTHikosa T.M.

Mocapa: YnorHoBaeHa ocoba

3aTeeppxyo

MignucaHo enekTpoHHWM mignucom: 22.11.2023 10:13

LoKkymeHT nignucaxo y cepsici BuacHo {nouatok)
00481212_20231122_Certificate_170000027862.pdf

Crop. 232




Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13

{(+38044)207-73-04 ¥noBHoBaeHa ocofa 3 AKocTi

Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n P H u u ﬂ (+38044)207-73-41 Bippin koHTponic AkocTi

(+38044)207-73-27 ¥noeHoBaweHa ocoba 3 dapmakoHarnAgy

Ceptudikar akocri / Ceprudikar ananisy Ne 170000013477

1. HaiimeHyBaHHA npogyxuyii:

(HazBa, cuna pii/akTMBHICTD, Nikapcbka popma Ta
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBol NPoAYKLUIi))

2. Homep cepii:
3. Poamip cepii:
4. KpaiHa-BMpoGHUK:

5. HaiimenyBaHHA KpaiHW / KpaiH npU3HaveHHA
ans cepii:
6. Homep peecrpauifiHoro nocpigveHHn:

7. Bata supoGHulyTBa:
8. Aara sakiHueHHA TepMiHy NPMAATHOCTI
{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW NiLeH3iA BCiX
AinbHMLL BUPOoGHULTEA | KOHTPONIO AKOCTI;
Cepmudixatu BignoeigHocti GMP Bcix
BinbHALYDL:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbTaTh aHanisy:

AUKNOMEHAK-AAPHALA

1 Mn po3uKHy MiCTUTL AUKNodeHaky HaTpilo 25 mr
PO3UMH ANA iH'€KUiR, 25 mr/mn no 3 mn B amnyni

Ne 10 (5x2) B nayyi 2 MApKYBAHHAM YKPAIHCLKOIC MOBOIO

CP161124
30,269 TYI
¥kpaiHa

¥YkpaiHa
UA/4060/01/01

11.2024
11.2027

BUpoBNeHo, BKAICYAIOUM YNAKOBKY/MapKYBaHHA Ta KOHTpONb AKocTi Ha lMpAT
«(QapmauesTiuHa ¢ipma  «flapHuua» 33 agpecowo: M KuiB, Byn.
Bopucninbceka, 13; niuensia AB N°S98086; ceigouTeo npo atecrauilo
naBopartopiin BKA N2 128; ceptndikat GMP N 067/2024/GMP

MKA J13 po peectpauiitHoro nocsigueHHA NeUA/4060/01/01 eig 17.08.2020
N2 1896, 3i 3miHamMm

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 Onuc Mposzopa, besbapeHa abo 3i 3nerka XoBTYBaTWM BigTiHKOM pigwHa 3 Bignosipae

nerkum cneyudidHmm 3anaxom
2 laeHTUdiKalis A Ha xpomaTorpamax BunpoSOBYBaHOMO PO3UMHY Ta PO3UNHY Bignosipgae

nopieHAHHA {a), ogepxaHux y po3gini "KinbkicHe BU3HayeHHA.
AwvknodeHak HaTpilo", Yacu YTPUMyBaHHA Nika QUKNOgeHaKy HaTpilo
M2I0Tb ChiBMagaTy

3 laeHTUdikalis B Ha xpomaTorpamax eunpoboByBaHoT
nopieHAHHA {a), ofepM*aHux y po
Mponinenrnikonb, SeH3UN0BUIA
nponineHrnikono Ta feHsnno

Bianoeigae

cnienagaTu \
4 laeHTudikania C Mpenapar aae peakyiw (b) H i jé icyr) 5t Bianoeipgae
) penapar aae peakyiio (b) hﬁﬁ%w?m)
5 laeHTUdikauis D Y{-cneKkTp NOrfMMHaHHA BUNP: BaHOTO PO3UUHY gnﬁ/gﬁ fisig  Bignosigae
220 um go 400 HM noBUHEH Ma mym nor{u(m'}ni;m_, ]
AOBXUHM XBUNi (27542) HM ) I __ti..-;‘/\\-..\\\‘.z"
6 Mpo3opicTb Mpenapat Mae 6YTW NPO3opUM JiBa N Bianosinae
7 Konbopoaicr‘?w“ u OnTNyHa rycTUHa NpenapaTty He NOBWHHa nepeBuwysatn 0,05 0,00
wt a
-,
s\ %
8 06'ewf°u40 BUTAFaeTbc 7 Mpenapar mae signosigati Bumoram Ady, 2.9.17 Bignoeigae
S OxoTHiKoBa -
9 MeZaniuHi ekhRTER®: Bnaumt MpakTUJHO BigCyTHI Bignoeigae
vaguHku MukKonaieHa =
10 MeZaniuit i Fesundmi UacTuHOK po3mipom = 10 MKM — He Ginble 6000 B KoHTelHepi; Bianosinac
qacfugKH 00481212 ~ YacTuHoK po3mipom = 25 MKM — He Ginblue 500 B KoHTelHepi
1 pH {90 dg‘-’ Big 7,8 po 8,8 8,0

‘?‘»auo ¥ a“'a
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12

13

14

15

16

17

18

19

20

21

22

23

24

CynposigHi gomillKu
CynposigHi gomillKu
CynposigHi gomillKu
beHzanbperig

CTepMnbHicTbL

Mpoposxenna CeprrdixaT axocri / Ceprudikar ananisy N2 170000013477

AHOMAanNbHa TOKCMUYHICTD

bakTepianbHi eHOOTOKCUHM

KinbKicHe BU3Ha4YeHHA. AuknodeHak

HaTpilo

KinbKicHe BU3HaYeHHA. beHzunoBMiA

canupT
KinbKicHe BU3HaYeHHA.
MponineHrnikonb

KinbKicHe BU3HauyeHHA. HaTpilo

meTabicynbPpit
¥Ynakoeka

MapkyBaHHA

OwvknodeHaky nomiwku A - He Ginbwe 1,0 %

Byab-akoi HeineHTWGIKOBAHOI QOMILLKK - He Ginbwe 0,2 %
Cyma Sygb-aKkMx HeileHTUIKOBaHMX AOMIWOK - he inblue 0,5 %
He Ginbwe 0,01 %

Mpenapar Ma€ 6YTU CTePUAbHUM

Mpenapar Ma€ ByTU HETOKCMYHWM

lpaHW4YHa KOHLEeHTpaLiA eHROTOKCUHIB - meHWwe 116 MO/mn
He meHwe 23,8 mr i He 6inbwe 26,3 mr 8 1 Mn npenapaty
He meHwe 38 mr i He Ginbwe 42 Mr 8 1 Mn npenapary

He meHwe 190 mr i He Ginbiwe 210 Mr 8 1 mn npenapaty

He meHwe 0,66 mr B 1 mn npenapary

BignoeigHo oo MKA N3

BignosigHo 00 3aTBEpIMEHOro TEKCTY MapKyBaHHA

0,0 %
Bianoeipae
0,0 %
Bianoeipae
CTepunbHWIA
He ToKcU4HUiA
Bianoeipae
24,6 mrimn
41 mrimn
205 mr/mn
0,62 mr/mn
Bianoeipae

Bianoeipae

11. KomeHTapi:

12. YmoBu 36epirannn:

13. 3anBa npo ceprndikauii:

bes KkomeHTapis

B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 25°C. He 3amopoxyeaTth. 36epirati B
HEQOCTYMHOMY ANA AiTeld Micui.

Llum nigreepaxyio, Wwo BCi BMpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi

B NOBHIii BiANOBIAHOCTI 3 BUMOraMM, BCTAaHOBNEHUMMW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepakeHomy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMOramu peectpauiilHoro
AOChE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanisauii / BigBanTaxeHHn 3 09.12.2024

MNIb: OxoTHiKoBa T.M.

Mocapa: ¥noBHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 09.12.2
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JokymeHT nignucaHo y cepsici BuacHo (NpoAoOBIKeHHs)
00481212_20241209_Certificate_170000013477.pdf
Homep gokymenTy: 170000013477

HokymeHT BignpaeneHo: 11:53 09.12.2024
BianpaBHUK AOKYMEHTY

EnexTpoHHMIA nignuc

11:53 09.12.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLUIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA OIPMA AAPHWULA
npoeigHWiA iIHCNeKTOp-ynoBHoBaXeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipxu KEM/ELN: 11:53 09.12.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C0000D3CB0100

Tun nignucy: keanigikosaHwin
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