d anpPHUUS

1. HalimeHyBaHHA npoaykKLuii:

(Ha3ea, cuna pii/akTUBHICTb, Nikapcbka dopma Ta
po3Mip ynakoBku (ifeHTMYHO A0 TEKCTY Ha

YMNakoBLi roToeoil npoaykuit))

2. Homep cepii:

3. Po3mip cepii:

4. KpaiHa-BUpO6GHMK:

Appeca 02093, m. Kuis, Byn. bBopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 [puitmancHa
(+38044)207-73-41 Bignin KOHTpoONWw AKOCTI
(+38044)207-73-04 YnosHOBaxeHa ocoba 3 AKOCTI
(+38044)207-73-27 YnoBHoBaxeHa ocoba 3 dapmakoHarnagy

OUKNOOEHAK-LAPHALA

1 Mn po3umHy MICTUTb AMKNopeHaky HaTpilo 25 Mr
po3unH gna iH'ekuiin, 25 mr/mn (mg/ml) 2,5 % no 3 mn B amnyni

[

Ceptudikar akocti / Ceptudikar ananisy N2 170000016040

N2 10 (5x2) B nauui 3 MapkyBaHHAM YKPaTHCbKOK MOBOH

1AH10123
30,120 TYN

YkpaiHa

5. HammeHyBaHHA KpaiHu / KpaiH Nnpu3HaYyeHHA YKpaiHa
Ansa cepii:

6. Homep peecTpauiiiHOro NocBigYeHHA:

7. DaTta Bupo6HMLTBa:

8. JaTa 3akiHYeHHA TepmiHY NPpUAATHOCTI

01.2023
01.2026

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

9. HasBa, agpeca Ta HOMepM NiLeH3iA BCix
AiNbHULb BUPOGHULTBA | KOHTPOMNIO AKOCTI;
Ceprtudikatu BignosigHocti GMP Bcix

BiNbHNLUDb:

10. AHanis BUKOHaHWIA 3rigHO:

PesynbTaTtu aHanisy:

13;
nigeHsia AB Ne598086;

CBigOUTBO Npo arecTayito naboparopiin BKA Ne 128;

ceptudikat GMP Ne 050/2022/GMP

UA/4060/01/01, Oorosip nocraekm N0 PHARMAROST-1

BMPOGNEHO, BKNIOYaouM YNakoBKy/MapKyBaHHA Ta KOHTpONb AKOCTi Ha MpAT
«DapmaveBTryHa dpipma «[apHuua» 3a agpecoto: m Kuig, Byn. Bopucninbcbka,

MKA N3 sig 20.01.2021 po PN UA/4060/01/01, Jorosip nocrasku Ne

PHARMAROST-1 Big 01.12.2022

Ne n.n. HalimeHyBaHHA NOKa3HUKa BuMoru HopmaTMBHOT AOKyMeHTaLii PesynbTaT aHanisy
1 Onuc Mpo3opa, 6e3bapeHa abo 3i 3nerka »oBTyBaTWUM BiATIHKOM pigvHa 3  Bignosigae
nerkum cneuudiuHum 3anaxom
2 laeHTrdikauia A Ha xpomatorpamax Bunpo6oByBaHOro po3umHy Ta po3uriHy Bigpnosigae
nopiBHAHHA (a), oTpuMaHux y po3aini "KinbKicHe BU3HaYeHHs.
OuvknodeHak HaTpi", Yacy yTpumyBaHHA Mika guKNodeHaka HaTpilo
MaloTb CcniBnagaTtu
3 lpeHTUdIKaLia B Ha xpomaTtorpamax BMNpo6oBYBAHOrO PO3UUHY Ta PO3UUHY Binnosigae
nopiBHAHHA (a), oTpuMaHux y po3aini "KinbKicHe BU3HaYeHHs.
MponineHrnikonb, 6eH3UNOBWIA CNMPT", YacK YTPUMYBaHHA NikiB
nponineHrnikonio Ta 6eH3UNOBOro CNUPTY, BiAMOBIAHO, MaOTh
cnienagatu
4 IpeHTUdikauia C Mpenapart pae peakuito (b) Ha cynbditi (HaTpito meTabicynboir) Binnosigae
5 laeHTudikauia D Y®-cnekTp nornuHaHHA BUNPo6oByBaHOro po3dnHy B obnacti Big Bignosigae
220 Hm po 400 HM NOBMHEH MATU MaKCUMYM MOFMWHAHHA 3a
LOBXWUHU XBUNi (27512) Hm
6 Mpo3opicTb Mpenapat mMae 6yTW Npo3opum Bipnosigae
7 KonbopogicTb OnTuuHa rycTuHa npenapaty noBuHHa 6ytu He Ginbwe 0,05 0.01
8 06'em, WO BUTAraETbCA Mpenapat mae Bignosigatv Bumoram AQY, 2.9.17 Bignosigae
9 MexaHiuHi BKNTIQUEHHA: BUOUMI Bignogigae sumoram DY, 2.9.20 Bignoeigae

YaCTUHKK

Crop. 132



Mpoaosxkenns Ceprudikar akocti / Ceprudikar ananisy Ne 170000016040 ||| |||||||||||||||||||||||||I|||"||||"| " |||

10 MexaHiuHi BKnoyeHHa: Hesuaumi  Bignosigae sumoram JOY, 2.9.19, metog 1.B Bignosigae
YACTUHKMK

11 pH 7,8-88 8.1

12 CynpoeigHi 4OMILLKK OuknodeHak gomiwkn A - He Ginbwe 1,0 % 0,0 %

13 CynpoBigHi AOMiLIKK Bynb-akoi HeigeHTMdikoBaHo! gomiwkK - He Ginbwe 0,2 % Bigpnosigae

14 CynpoBigHi AOMILIKK Cyma 6yab-aKkux HeileHTUIKOBaHUX AOMIWOK - He Binbwe 0,5 % 01 %

15 BeHzanbgerig He 6inbwe 0,01 % Bignoeigae

16 CTepunbHicTb Mpenapat mMae 6yTN CTEpUNbHAM CrepunbHUiA

17 AHOMarnbHa TOKCUYHICTb Mpenapat mae 6YyTN HETOKCMUYHWM He TokcnuHmi

18 bakTepianbHi eHAOTOKCUHNK lpaHuuHa KOHUEHTpayia eHOOTOKCUHIB - He Ginbwe 116 MO/mn Bigpnosigae

19 KinbkicHe Br3HaueHHa guknodeHaky 23,8 - 26,3 mr/mn 25,2 mr/mn
HaTpito

20 KinbkicHe BusHaueHHs 6eHsunosoro 38 - 42 mr/mn 42 mr/mn
cnupTy

21 KinbKicHe BU3HaueHHA 190 - 210 mr/mn 205 mr/mn
nponineHrnikonio

22 KinbKkicHe BU3HaueHHA HaTPIlo He 6inblwe 0,66 mr/mn 0,60 mr/mn
mMeTabicynbdity

23 Ynakoska BianosigHo oo MKA N3 Biopnosigae

24 MapkyBaHHsa BignosigHo no MKA N3 Bipnosigae

11. KomeHTapi: bes komeHTapis

12. YmoBu 36epiraHHa: B opuriHanbHii ynakoBui npu Temnepatypi He Bule 25°C. He 3amopoiyBaTu. 36epiratv B

HefoCTYNHOMY ANnA Aiten micui.

13. 3aaBa npo ceptudikauito: Livm nigrepaxyto, Wwo Bci BUpobHWYi cTagii ana uiei cepii rotoBOT Npoaykuii 6ynv nposeneHi
B MOBHII BiAMOBIAHOCTI 3 BUMOraMm, BCTAaHOBNEHMMY B YMHHOMY KepisHuuTBi no GMP,
3aTBepgKeHomy MiHicTepcTBOM OXOpPOHM 340p0B'A YKpaiHu, i 3 BUMOraMmu peectpauiiHoro
[OCbE KpaiHW NpU3HayYeHHsA

Cepin po3BoneHa fo peanisauii / BiggaHTaxeHHn 3 06.02.2023

3aTBepaxyio

MIb: OxoTHikoBa T.M.

Mocapa: YnoBHOBaxeHa ocoba

MignucaHo enektpoHHum nignucom: 06.02.2023  15:16

Crop.232



Anpeca 02093, M. Kuim, nyn. Bopucninec
Temn, /dare: (+38044)568~32~10 Ilpum&anm—x:[ 26557
(+38044) 207-73-41 Bingisnn KOHTPOMO KKOCT

{(+38044) 207-73=04 Ynossosakesa pcoéa 8 sRocrd
(+38044) 207~73<27 Yromuosaxena ocoba 8 dapmaxonarsiny

Ceprudcpikar cepii nikapcskoro sacoby

1. HatimeHyBaHHs, cuna AVKNOGEHAK-DAPHULIA
alilaxrushicre, nikapcbka dopma Ta 1 mn POSUUHY MICTUTL [UKnotbeHaky HaTpilo 25 Mr, posduH Aris
PO3MIP YNaKoBKM (iBEHTUUHO Tekcty Ha IH'ekUiR, 26 mrimn (mg/ml) 2,5 %
yriakosui rotoBol npoaykuii): no 3 mn & amnyni; rio 5 amnyny KOHTYPHIN YaPYHKOBIA yrakosLil;
_ MO 2 KOHTYPHI HAPYHKOBI YNAKOBKV B NaYL 8 MApKyBaHHAM
YKPAIHCBROK MOBOK

2. Homep cepii rorosol nponykuyit: 1AH10221 Poawmip cepii: 29531 ynak.

3. KpaiHa-supobHux: Yxpaita

4. HaliMeHyBaHHs KpaiHu / kpaid Yikpaina

NpU3HaYeHHs ang cepil;

5. Homep peecTtpayifiioro UA74060/01/01, Jorosip rocrasku Ne APT-28 gie go 31.12.2021
nocBiAYeHHsA:

6. Hara sBupoBruurea Thotuir 2024

7. [laTa sakiHueHHs TepMiHy 02.2024

npupardocri (Micsaus | pik, nicns
AKOro J13 He 38CTOCoBYETLEH):

8. HaaBa, appeca Ta HoMepu BUPOBMEHD, BIITIOYAIOMM YNaKOBKY / MAPKYBAHHS Ta KOHTPOME
niuewsin Beix AinAHoK BUPoGHUUTBA | AKOCTI Ha MPAT «dapMauesTudta dipma «apHulisy 3a
KOHTPONIO sikocTh: anpecor. M Kuig, syn. Bopmcmnbc:bxa 13; niyeHain AB Ne

598086, csigourso npo atectauio natoparopin BKA 128;
KOHTPOND sikocT 3a KoHTpakrom: AHLANT 8 KA N3 Y «lucturyr
rpomagicekoro sgopos's im, O.M. Mapseesa HAMH Ykpaiun »3a
appecoto. M Kuie, syn. Monyaperka, 50; ceigourso npo
arecrauio. naboparopii Ne 410

9. Ceprudpikaru signosigHocti GMP  ceprucikar 035/2019/GMP
BCiX AINAHOK, 3a3HayeHux y n.8:

10. PesynkraTu aHanisia: HasedeHi B-cepTudikati ananiay (noaarok 1)

11, KomeHrapi: 36epiraTi B opuriHaneHin ynakosyi npu Temnepatypi He sulje
25 °C. He samoposysartn, 36epiratv B HegocTynHoOMY Ans airef
MicLi

12. 3asBa npo ceprudpikayio: Uvwm nigreepmxyio, Wwo sci BupobHudi craail ans yiet cepii

roTosol npoaykuil Bynv nposeeri B NOBHIV BIANOBIAHOCT 3
BUMOramu, BCTaHOBAGHUMY B HUHHOMY KepiBHuLlTai ro GMP,
B3aTBEPAKEHOMY Miuicrepc*raom OXOPOHY 380p0B'A YKpaity, | 3
BUAMOramm peecmaumr-foro [OCLE KPATHU NPUSHAUEHHRA

13. IM’s1 Ta npizerwe YrnosHoBaxeHo!
ocobu, aka 3gincHioe ceprudikauiro
cepii

14, ﬂignu‘c YnosHoBaxeHO! ocobu, aka
3piicHioe ceprudikauio cepii:

15. dara nignucauHn:



et

i
i
H

0026557

Ceprudcpikar ananisy Ne 1

Havimerysanua npogykuit ANKNODEHAK-BAPHULIA, pogaub Ans in'eialin, 26 Mrivn (mg/ml).2.5 %, no 3 Mn 8 ‘
amnysil; o & amnyn y KOHTYPHIR YapyuKoaii yNnakosLl; 1o 2 KoWTYpHi HYapyHKasl yriakosku
B I1AYLH 3 MAPKYBAHHAM YKPETHCHKOK MOHOIO

Homep cepii: 1AM10221 Poamip cepil: 29531 ynax.
Homep: peecrpalifbore UA/4060/01/01, [lorosip nocraskn Ne APT-28 gie no 31.12.2021
NocBiAYeHHSR!
Anania BUKOHaHWI 2a: MKH J13 NaUA/4080/01/01, Norosip nocrasim Ne APT-28 sig 05.08.2020
Pesynwrary ananiay:
Ne . HaiMeHyBaHHA NOKA3HMUKA BUMori HopMatuBROT foKyMmeHTaLlil Pesynerat avaniasy
1 Onne ﬂposopd GesBapnna abo 3i snerka osTysaTim sintikkom piguka Bianosinae
3 NErkuM cnetucluram sanaxom
2 lneHrudbikauis A. Ha:xpomarorpamax: anpofionyaanoro pos’tmwy Ta POUUHY Bianosinae

NOPIBHSHHA (4), oTpuManux y posaint "KinbKicHe BUSHAYEHH.

nmmocbenax umpno“ yacw YTPUMYysaHHs rika auknothesaka

HATPIG-MAIOTE: CHIBIAAaTA

B. Ha xpomarorpamax sunpoBopyBator POSUMKY Ta pOIuuHy Bianosinae
OPIBHARHA (&), OTPUMBHUK Y PO3AINT “KinkKicHe BUSHAUSHHS.
I’Iponineﬂmixoub GerHannosui cnupT", vacw yTpumysarHs nikia
MPONINEHINIKONKY Ta GEHINNOBOrO-CIMPTY, BIANOBIAHG, MaKTH

chignanaTi

C. MNpenapar-gae peakuio (1):Ha cynedimm (HaTpio Bianosinae
merabicynsdir)

D. Y-enexrp normnuants sunpobosysanoro postiviy € obnacri  Binnoeigae
B 220 Hiw A0 400 HM:NOBUHEH MATU MAKCMYM TIOCIUHAHHS Ja

AoBXuEM Xanni (275:62) H

3 [lposopicTs Mpenapar mae 6yTv nposopyinm Bianosigae
4 Koneoposlcts OnruiHa rycritia npenapary nopunna Syru ke Sinbuie 0,06 0,01
5  Ofem, WO BUTArABTHES Mpenapat mae sianoainaty suvoram AdY, 2:9.17 Bignoeinae
6 MexaniuHi srriovet s Binnosinno po MKH 13 Binnosinae
7  pH 78-88 8.0
& Cynposinui fominsku Hnknodhenaky gomiviku A - He Ginee 1.0% 0,0 %
bynb-sKol HelpeTUdIKOBaHOT AoMiLKY ~ He Ginbwe 0.2 % Binosipae
CymMa Byib-skux HelneHudikoBaHmx gomituox - He Binbwe 0.5 % 0,0 %
9 Behaarbaeria He Binswe 0,01 % Binnosinae
10. -CrepunsHicts Mpenapar wag Gy CTepunLRM CrepunisHui
11 AHOMAMLHE TOKCUYHICTE Npenapat Mae Gy v HETOKCHURAM He TokeuaHu
12 Bakreplansii enaQTOKCUHN Cpannuna koHLeHTpalis enaoTorCHIB ~ He Birbwe 116 MO/Mn  Bianosinae
13 Kinbkiche snsHaugHun 23,8 - 26,3 nr/mn 24 8 mr/tan
Avknoenaxy Harpio
KinsKicHe suaHaueHHS 190 - 210 mrimn 201 mr/mn-
APOMINEHT IKOTTO
KinbKkicHe BraHadeH s 38 - 42 mrivn 40 mrimn
DeHIUNOBOFO-CANPTY
IKinbKicHE BUSHAYSHHS HATPIKD He Birisiie 0.66 miian 0.57 wr/vn
metabicynsdity
14 Yhakoska Bigrosiano o MKS N3 Bignosigae
15 Mapkysatis BignosigHo no MKS 13 Binnosinge
Hara sakinvenusr repminy npupataocTi: 022024
36epiranns: 3BepiraTy B opmriuanbmm yHaRsBL npu remnepaTypi He suue 25 °C, He 3amopo>«yaam 36epnam B.

HE,Z\O(.. rylmomy s piTer Mlcm

BucHosok:

“”&“~’*’"~ wegopwyx C.B.



+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKOCTI

+3

Agpeca 020%3, m. Kuis, syn. bopucninbcbka, 13

Ten./®axc: (+38044)568-32-1¢ [puitmanbha

( 207-13~41 Bipgin koHTpOMO fAKOCTI

(

( / 0010990

4)207-713-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy

CepTtudikar akocti / Ceptudikar aHanizy N2 170000010990

1. HalimeHyBaHHs npogyKuii: AVKNOOEHAK-LAPHMUA

(Ha3sga, cvna aii/akTuBHICTb, nikapcbka dopma Ta 1 MiT PO3UKHY MICTUTBL AVKNOGeHaKy HaTpit 25 mr

PO3Mip ynakoBku (ieHTVYHO [0 TEKCTY Ha po3unH and iH'ekuinn, 25 mr/mn (mg/ml) 2,5 % no 3 mn B amnyni
YyNaKkoBLi roToBoi NpoayKLii)) Ne 10 (5x2) B nauLli 3 MapKyBaHHAM YKPaiHCbKOIO MOBOIO

2. Homep cepii: 1AH30922

3. Posmip cepii: 12,126 TYN

4. KpaiHa-BUpo6HUK: YKpaiHa

5. HalimeHyBaHHs KpalHu | KpaiH npu3HayeHHsa YKpaiHa

AnA cepit:

6. Homep peecTpauiiiHoro nocBigueHHs:; UA/4060/01/01
7. Jarta BupoGHUUTBa: 09.2022

8. laTa 3aKiH4YeHHsA TepMiHYy NpUAATHOCTI 09.2025

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

9. HasBa, ajipeca Ta Homepu niyeHsin Bcix BMPOOGNEHO, BKIOUAOUW YNakoBKY/MapKyBaHHsA Ta KOHTPOSb AKOCTI Ha MpAT
AiNbHULUL BUPOGHULTBA | KOHTPONIO AKOCTI; «QDapmaueBtnuHa dipma «lapHuuay 3a agpecoto: M Knis, Byn. bopucninbcbk
Ceptudikarn signosigHocti GMP BCix 13;

AinbHULYDb: niyeHsia AB Ne598086;

cBifjlouTBO Npo atecrayito nabopatopin BKA Ne 128;
ceptudikat GMP N2 035/2019/GMP

10. AHaniz BUKOHaHUN 3rigHo: MK#A 13 Big 20.01.2021 po p.n.UA/4060/01/01, [orosip nocrasku Ne APT-2
Big 05.08.20

PesynbraTtu ananisy:

N2 n.n. HalimeHyBaHHs NoKasHUKa Bumoru HopmaTuBHOT foKyMeHTauil PesynbraTt aHanisy
1 Onuc Mpo3opa, 6e3bapsHa abo 3i 3nerka XoBTyBaTUM BIATIHKOM piavHa 3 Bignosigae

nerkum cneundiuHnm 3anaxom
2 lneHTrdikadia A Ha xpomaTorpamax BrnpobosyBaHOro poO3UnHy Ta PO3UNHY Bignosigae

ropiBHAHHA (a), oTpuMaHuX y po3aini "KinbkicHe BU3HaYeHHA.
AuknodeHak HaTpito", Yacu yTpumyBaHHA nika AnKnodeHaka HaTpio
MaloTb CriBnapaTu

3 laeHTHdIKauia B Ha xpomaTorpamax eunpo6oByBaHOro po3uniHy Ta PO3YnHy Bignosipae
NOPIBHAHHA (), oTpUMaHuX y po3aini "KinbkicHe BU3HaUeHHs,
Mponinexrnikonb, 6eH31NoBKUI CNPT", Yacy yTPUMyBaHHA NiKis
nponineHrnikonto Ta 6eH3nNoBoOro CNUpPTyY, BiANOBIAHO, MaOTb

cnisnapatu
4 lnenTudikauin C Mpenapar gae peakuito (b) Ha cynbdity (HaTpito MeTabicynbdir) Bignosinae
5 lneHTudikauia D YM-cnekTp NOrnviHaHHA BUNPOHOBYBAHOTO PO3ULHY B 061acTi Bif Bignosinae

220 Hm 10 400 HM NOBUHEH MATU MAKCHMYM MOMNHAHHA 3a
[OBXKNHY XBUIT (275£2) HMm

6 Mpo3opicTb Mpenapat mae 6yt nNpo3opum Bignosinae
7 KosnboposicTe OnTtuuHa ryctuHa npenapaty nosuHHa 6yTtu He Ginbwe 0,05 0,01

8 06'em, WO BUTATAETLCA Mpenapat mae signosigatu sumoram 4OY, 2.9.17 Bignosinae
9 MexaHiuHi BKNoYeHHA: BUAUMI Binnosipnae sumoram OY, 2.9.20 Binnosinae

HYaCTUHKW
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MNpoposxxenns Ceprudikar akocri / Ceprudikar ananizy N2 170000010990 |“ “""’l”mml”l“"""“I"H

MexaHiuni BknoveHHn: Hesuanmi  Bignosipae sumoram AOY, 2.9.19, meton 1.8

YaCTUHKN
pH

CynposifHi [OMILIKY
CynposiaHi fomilku
CynposigHi fomiwKkn
beHzanbperig
CrepunbHicTb
AHOMaNbHa TOKCUYHICTb

bakrepianbHi eHAOTOKCUHYU

7.8-8,8

AuknodpeHak gomiwkun A - He 6inbwe 1,0 %

Bynb-sKkoi HeigeHTUdikoBaHOT pomiwkn - He Binbwe 0,2 %

Cyma 6yfb-aKux HeifeHTUdiKoBaHNX Aomilok - He binbwe 0,5 %
He 6inblie 0,01 %

Mpenapat mae 6yt CTepunbHUM

Mpenapat mae OyT HETOKCUYHUM

[paHmnuHa KOHLeHTPaLia eHAO0TOKCMHIB - He Binblwe 116 MO/mn

KinoKicHe Bru3HaueHHA guknodeHaky 23,8 - 26,3 mr/mn

HaTpiio

KinbKicHe Bu3HauyeHHs 6exsunosoro 38 - 42 mr/mn

cmpTy
KinbKicHe Bu3HaueHHA
nponineHrnikomno

190 - 210 mr/mn

KifibKicHe BU3HAaUYeHHS HaTpilo He 6inblwe 0,66 mr/mn

meTabicynboity
YnakoBka

MapkyBaHHsa

BignosigHo no MKA N13

BinnosigHo go MKA N3

Binnosinae
8,1

0,0 %
Bipnosinae
0,1 %
Binnosinae
CrepunbHui
He ToxkcuyHun
Bipnosigae
25,0 mr/imn
40 mr/mn
200 mr/mn
0,55 mr/mn
Binnosigae

Binnosinae

11. KomeHTapi:

12. YmoBu 36epiraHHs:

13. 3aaBa npo ceptudikauito:

Bes komeHTapis

B opuriHanbHii ynakosui npu Temnepatypi He sule 25°C. He 3amopoiyeatu. 36epirati B

HefoCTyNHOMY Ans AiTen micui.

Lnm nigreepaxyto, Wo Bci BUpobHWYi cTafii ana i€l cepii rotToBOT npofyKuil 6ynn nposeseHi
B MOBHIlA BiANOBIQHOCTI 3 BUMOraMu, BCTAHOBMEHUMY B UMHHOMY KepiBHuUTBIi no GMP,
3aTBepakeHoMy MiHICTEPCTBOM OXOPOHM 3A0POB’A YKpaiHu, | 3 BUMOrammu peectpauiiiHoro

[OCbE KpalHU NpU3HaYeHHA

Cepis no3BoneHa o peaniszauii / BigBantaxkeHHs 3 28.09.2022

[MB: OxoTHiKoBa T.M.

Mocapa: YnosHoBaxeHa ocoba

3aTBepaxyto

MNignucano enekTpoHHMM nignucom; 28.09.2022  11:46




(+38044)207-73-04 YnopHoBaxeHa ocoba 3 saKocTi
(+38044)207-73-27 YnoeHosaxeHa ocofa 3 dapmaKoHarnagy

Appeca 02093, m. KwiB, Byn. Bopwcninbcbka, 13
Ten. /®akc: (+38044)568-32-10 MMpuiimancHa
D. n p H u u q (+38044) 207-73-41 Bigain KOHTPOMIO AKOCTI

Ceptudikar akocri / Ceprndikar aHanisy N2 170000010987

1. HalimeHyBaHHA NpoRyKuii: AUKNO®EHAK-OAPHULA

(Ha3Ba, cuna fiifakTUBHICTL, Nikapcbka dopma Ta 1 M po3uMHY MICTUTL AMKNodeHaKy HaTpilo 25 mr

po3mMip ynakoBku (ieHTUYHO [10 TEKCTY Ha po3uuH Ana iH'ekyii, 25 mr/mn no 3 mn 8 amnyni

ynakoBLi roTOBOI NPoAyKLii)) Ne 10 (5x2) B nauui 3 MapKyBaHHAM YKPaiHCbKOIO MOBOIO

2. Homep cepii: CP130922

3. Poamip cepii: 17,921 TYN

4. Kpaina-BMpoOGHnK: Ykpaina

5. HalimeHyBaHHA KpaiHM / Kpain npM3HaYeHHA YKpaiHa

AnA cepii:

6. Homep peecrpalifiHOTO NOCBigUeHHA: UA/4060/01/01

7. Bara snpobHnyrea: 09.2022

8. laTta 3akinueHHA TepmiHy npmaaTHoCTI 09.2025

(micAup i pik, nicna Akoro J13 He 3acToCOBYETLCA):

9. Hazea, agpeca Ta HOMepHu niyensii Beix BUpoGneHo, BKNIOUAoUM YNAaKOBKY/MapKyBaHHA Ta KOHTPONb AKocTi Ha MpAT
ANbHMUL BUPOGHNLTBA | KOHTPONIO AKOCTI; «QapmauesTuyHa ¢ipma «[lapHnuya» 3a agpecolo: m Kuis, syn. bopucninbcbka,
Ceprudixatm sBignosiguocri GMP Bcix 13;

AnbHMLDL: niuensia AB Ne598086;

ceipouTso Npo atecrauyiio nabopartopiit BKA N2 128;
ceptudikat GMP Ne 035/2019/GMP

10. Ananiz BMKOHaHMiA 3rigHo: MKA N3 eig 20.01.2021 go peecrpauiittoro noceigueHHa NeUA/4060/01/01

PeaynuTaTm aHanisy:

N2 n.n. HalmeHyBaHHA NOKa3HMKA Bumorn HOpMaTMBHOI AoKyMeHTauil PeszynuraT aHanisy
1 Onuc MNMpo3opa, 6e36apeHa abo 3i 3nerka xoBTyBaTUM BiATIHKOM piauHa 2  Bianoeigae

nerkum cneuudiuyHMM 3anaxom
2 InenTndikauia A Ha xpomatorpamax Bunpo6oByBaHOrO pO3UMHY T2 PO3UMHY Bianosigae

nopiBHAHHA (a), oTpumaHux y po3pini "KinbkicHe BU3HaueHHA.
JvknodeHak Hatpilo”, yacy YTpuMyBaHHA nika guknodeHaka HaTpilo
MaloTh cnienagaTtn

3 IneHTndikauia B Ha xpomatorpamax Bunpo6oByBaHOrO poO3YMHY Ta PO3YMHY Bianosigae
nopigHaHHA (2), oTpumaHux y po3aini "KinbkicHe BU3HaueHHA.
MponineHrnikonsb, 6eH3unoBuil cNUpT”, Yack YTPUMyBaHHA Nikis
nponineHrnikono Ta 6eH3MNOBOro CNUPTY, BIANOBIAHO, MaKTL

cnienagatu
4 IpeHTndikania C MNpenapar gae peaxuiw (b) Ha cynbditm (HaTpilo meTabicynbdir) Bianosigae

5 IpenTndikadlia D Y®-cnekTp nornuHaHHA BUNpobosysaHoro po3unHy B obnacri sig——Rinnosigae
220 Hm go 400 HM NOBMHEH MATU MAaKCUMYM nornuuangz'ga ) 0F,
AosxuHW xauni (275+2) um AP

Y

6 Mpo3opictb Mpenapat mae 6yTn Npo3opum o/ B8 na, anmnﬂe

7 Konboposictb OnTv4Ha rycTMHa npenapaTy NoBWHHa 6yTn He 5im:'_|'ue U,f‘ '-*..jia'.ﬁ1-.-.;

8 O6'em, WO BUTAAETLCA Mpenapar mae signosigatv eumoram AQY, 2.9.17 | o\ Ne 219 .5 anms,q.ie

9 MexaHiuHi BKNIQUEeHHs: BUaUMI Bignoeigae sumoram AQY, 2.9.20 3 i mnual.qae
YaCTUHKW = '

Crop.132
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NMpoposxennna Ceprudikar axocri / Ceprudikar aHanisy Ne 170000010987

MexaHiuHi BKNIOYEHHA: HepuaUMI
YaCTUHKK

pH

CynposigHi AOMILLIKK

CynposifHi AomilukK

CynposigHi gomilku
bexsanbgerig

CrepunbHicTb

AHOManbHa TOKCU4YHICTb

bakTepianbHi eHAOTOKCUHM

Binnoeinae sumoram AAY, 2.9.19, metop 1.B

78-838

JwvknodeHak gomiwkwn A - He 6inbwe 1,0 %

bynb-sAkol HeigeHTUgIKoBaHOT AOMIlIKK - He Ginbwe 0,2 %

Cyma Byab-AKux HeigeHTUikoBaHMX AOMIWOK - He Ginbwe 0,5 %
He 6inbwe 0,01 %

MNpenapar mae 6yTU cTepUnbHUM

Npenapat mae 6yTU HETOKCUYHUM

lpaHMuHa KOHLIEHTpaLifA eHJOTOKCKHIB - He Ginbwe 116 MO/mn

KinbkicHe Bu3HauenHa auknodenaky 23,8 - 26,3 mr/mn

HaTpio

KinbkicHe BusHaueHHs 6enzunoeoro 38 - 42 mr/mn

cnupTy

KinbKicHe BU3HauUeHHA
nponineHrnikonio

KinbkicHe BU3HaueHHA HaTpilo

meTabicynudiry
YnakoBka

MapkysaHHn

190 - 210 mr/mn
He 6inbwe 0,66 mr/mn
BipnoeigHo no MKA 13

BipnoeinHo no MKA N3

A
Bianosinae
8,1

0,0 %
Bianosigae
0,1%
Bianosigae
CrepunbHuin
He TokcuuHmis
Bianosigae
25,0 mr/mn
40 mr/mn

200 mr/mn
0,55 mr/mn
Bianosigae

Bignosigae

11. Komenrapi:

12. YmoBn 36epirannn:

13. 3anBa npo cepTmikaniio:

bes komenTapis

HegoCTYNHOMY AnA AiTei Micui.

B opuriHaneHili ynakosui npu Temnepatypi He suue 25°C. He 3amopoxysatu. 36epiratu B

Lium nigTreepayto, wo BCi BupobHuyi cTapii ana Uiei cepii rotoBoi npogykuii 6ynu nposegeHi

B NOBHiiA BiANOBIAHOCTI 3 BUMOraMu, BCTaHOBREHWMW B YUHHOMY KepisHULTBI no GMP,
3atBepakeHoMy MiHicTepctBom OXOpOHW 3[10poB’A YKpaitu, i 3 BUMOramMu peectpaliiHoro
AOCbLE KpaiHW NpU3HaueHHA

Cepin nossonena fo peanisauii / sBigsanraxennn 3 26.09.2022

MNIb: OxotHikoBa T.M.

Mocapa: YnosHoBaxeHa ocoba

3aTBepmKylo

MignucaHo enekTpoHHum nignucom: 26.09.2022  16:11

Crop.232



Agpeca 02053, m. Kui, ayn, gﬁpmmimcwa, 13
Ten ./ Qaxe: [P3B044) S68=37-40 Hpudmansns
n n p H u u ﬂ {(+3B044 ) 20773y Bianin kowrponio. sxsert
d [+38044y 20713200 YnosHosaweHs ocoba 3 ARoCTI
(+380447 2072327 YnoBrosameds oeoba 3 éapmamﬂams{ﬂy

Ceprudikar axkocri / Ceprudikar aHanisy N2 170000010989

1. HaimenyBanua npoayKuil:

{Ha3Ba, cuna All/aKTUBHICTS, Nikapcoka dopma Ta
PO3MIp ynakosku (ineHTuuro po TEKCTY Ha
ynakosui rotosol NpoAYKLii)

2. Homep cepii:
3. Pozmip cepii:
4. Kpaina-supobuuk:

5. Havimenysanus Kpainm / kpain npuanavenns
Lan cepil:

6. Homep PeecTpauiintoro noceiguennn:

7. Hava Bupobumiraa:
8. Rara sakinuenns Tepminy npunarHocri
(Micaub i pik, nicns AROro 113 we 3aCTOCOBYETHCRY,

9. Hassa, agpeca Ta HOMepu nivensiik soix
dinsuniis Bupobunyres i KOHTPOMO AKOCTI:
Ceprudikaru signosiguocri GMP BCix
Rinsungs:

10. Ananiz sBukonanmi srigHo:

Pesynbraru auanisy:

ﬂﬁKﬁO@EHAK»&&?H%UE

1 M posunny micrurs Avknodenaky Hatplio 25 mr
PO3YMH ana in'ekuin, 25 mrimn no 3 mn s amnyni

N210 (5x2) & nauyj 3 MapKyBaHHAM YKDaTHCBKOIO MOROIO

CP150922
21111710
Yrpaiva

Yrpaiva
UA/4060/01/01

09.2022
09.2025

BUpOBaeHo, BrNoYalun YRakosry/Maprysanus Ta KOHTponb skocTi Ha NpAT
«Qapmayestuyiia dipma «LapHuuny 33 afpecoio: m Kuis, syn. Bopucninscbka,
13;

niyensia AB Ne598086:

CBi0UTBO Npo aTecTauiio naboparopiit BKS Ne 128;

Ceprudikar GMP Ne 035/2019/GMP

MKA 113810 20.01.20214 AC peecTpauiitoro nocsiguenna NeUAMOBO/IGHIDY

Nen.n.  Haimenysanun NOKasHUKa Bumoru sopmaruenci Roxymenrauly Pesynurar ananisy
1 Onig Mposopa, besbapera a6o 31 anerxa MOBTYBATAM BIATIHKOM Difuma 3 Binnosigae

ARTKM Crendiunpm 3anasom
2 lnentndikayin A Ha xpomarorpamax sunpobosysanoro POIUMMY T8 posuMHY Binnosinae

noplesansn {a), oTpumang ¥ posginl "KinbkicHe susnaysima,
Rurriodenar warpho™, vacn TPy BAHAA Nk puknodenaa HETPI

MawTe crisnagarn

3 Ha kpomarorpamax Bunpobosyeanors POIYHY Ta pOsYMMHY Bignosinae
NOPHSHARHA (3), OTPMANMIY ¥ posgin "Kinbxicre ananavenns,
Nponinenraikons, SeHsHnoBMH CrApT, Yach Yipumyeauns nikie
nponinexsrnikomo 14 BeHanioaors CANPYY, BiANoBIAHO. MaTs
crisnagaT
4 Mpenapat pae peakujio (b) Ha cynudity (Harpio merablcynepir) Bianosinae
5 YO-creutp nornumanis sunpobosysanorn posunny 8 obnacr sig Bignosipae
220 wm 10 400 Hm nosunen MBTI MBKCUMYM TOTTIMHAHMNS 33
x ROBXRUHM X (27552) am
& Nposopicrs Mpenapar mae Gytu npo30PUM Bignosigae
7 Konsoposicty OnTuuns rycrvsa fipenapaty nosuHHa byt He Ginbiwe 0,05 0,02
8 Ob'em, wo suraraerscy MNpenapar mae BIANOBIAETH BUMOT R AdY. 2817 Bignosigae
g Mexariuni Brmodenis’ sgmi Binnosigae sumoram Ay, 2.8.20 Bignosinas

HACTUHKI




10 Mexaniumi BRMIOSe M HeBun i Bignosinae Bumoram oy, 2.9, 19, mevon 1.8 Bigrosigae

HACTIHKY

11 pH 78-88 8.0

12 Cynposiani aomixu Auknodenar gomiwkm A - He Binbwe 1,0 % 0.0%

13 Cynposigni Homiikm Bynb-axei HeifewTudikosanor AOMINKA - he Binpe 0.2% Bignosigae

14 Cynposigni nomiviku Cyma Gynb-smicix HelaenTdikonanine AOMILIOK « He Binpie 05% 0,1%

18 Bensanbgerip He 6inbuwe 0,01 % Binriosigae

16 Crepunshicrs Npenapar mae ByTH crepunshmm Crepunprng

17 AnoManuHa TOKCHuHicTE Npenapar mae Bymy HETORC WU He foxcuinun

18 Bakrepiansui CHAGTOKCHHM Tpamma KoHuenTpaiia BHAOTOKCMNIE ~ He Binsiue 118 MO/Mn Bignosifae

19 Kinbkiche susnauenns Ruknogenaky 238 26,3 mriun 24,8 mriun
HATEHO

20 KinskicHe BusnavenHs Bensvnosore 38~ 42 mrivn 40 wmrfmn
crmprTy

21 Kinbkicue BUIHAYBHNS 180 - 210 mr/mn 201 mrivn
aponinesrnikons

22 Kinskicp BUSHaYeHA Hatplio He 6inpie 0,66 mrian 0,60 mriuan
MeTabicynbiry

23 Yriakonka Bianosiguo no Mn n3 Bianosinae

24 Mapkysanns Bignosigue Ao MKS Nz Bignosinae

11. Komenrapi:

12. ¥Ymosnu sGepiranus:

13. 3asga npo ceprudikayin:

bes Komentapia

B opurinansuii ynakoeyi npu TemMnenaTypl He Bile 25°C Ha 3amopoxysatu. 36epirati &
HEROCTYNHOMY Ans piven micyd,

Ll nigTBepmKyIo, WO Bl BUpoBHpi crani gas yier cepii rotosot npoaykyll 6y nposenen)
B NOBHIA signosigHoct] 3 BUMOramw, BcranosneH M B YuHHOMY KepisrmuTei no GMP,
3atBepaxeHomy Minicrepcraom OXOpoHu 380pos’s Ykpainu, i3 BUMOramu peectpauiitioro
HAOCbe KpaiHn NpuaKayenny

Cepin gozsonena A0 peanizayii / BifBauTaKeHHs 3 28.09.2022

MIB: Oxothikosa TM

Nocana: YriosHOBaxeHa ocoba

Mianucano ENEKTPOHHUM Nifrmcom: 28.09.2022 0830

3areeppucyio

cff; cecr W EGES ced E2 il Peina
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Npoposxennn Ceprudikar akocri / Ceprndikar ananisy N2 170000013905 l” l""lm"”“"”l”l"l"u""”" H lu

MexaHiuHi BknioueHHs; Hesnaumi  Bipnosigae sumoram A0V, 2.9.19, metog 1.8

YaCTUHKN
pH

CynposiaHl gomituku
CynposinHi fOMitLKn
CynposiaHi pomitkn
BeHsanwbperin
CTepunbHicTh
AHOMAnNbHA TOKCUUHICTD

Baktepianbki eHEOTOKCUHN

78-~88

Avknodenak pomiwku A - He 6inbwe 1,0 %

BYAb-AKOT HEieHTUGIKOBAHOT JOMILIKK - He Ginbwe 0,2 %

Cyma Byab-aKkux HeiflenTudikosaHux AoMilloK - He Ginbwe 0,5 %
He 6invwe 0,01 %

Npenapat Mae ByTu CTepunbHAM

[penapat Mae 6yTH HETOKCUUHAM

[PaHUMHA KOHLEHTPALIA eHAOTOKCUHIB - He Ginbwe 116 MO/Mn

KinbkicHe BusHaverHs guiodenaxy 23,8 - 26,3 mr/mn

HaTPiK

KinwkicHe BuzHAueHHA GeH3unosoro 38 - 42 mrimn

cnupTy
KinskicHe BusHaueHHs
nponinenraikonio

190 - 210 mr/mn

KinbkicHe Bu3HaueHHsA HaTpiio He 6inbwe 0,66 mr/imn

Metabicynblry
Ynakoska

Mapkysarnn

BinrmosigHo fo MKA 13

BianosigHo no MKA N3

Binnosinae
8,1

0,0 %
Bianosinae
01 %
Bipnosigae
CTepunsHURn
He TokenuHuiz
Binnosigae
24,9 mrimn
40 mr/mn
205 mr/mn
0,59 mrimn
Bignosgigae

Binnosigae

11. Komenrapi:

12. Ymosu s6epiranna:

13. 3assa npo cepTudikayiio;

bes kometTapis

B opuriHaniHin ynakosyi npu temnepatypi e suiie 25°C. He samopoxysatu. 36epirati 6

HepgocTynHomy ans firei micyi,

Lium nigroepaxyio, Wo sci eupobHUUi cragit ana wiel cepii rotorol npogykuil 6ynn nposegeni
8 NOBHIN BIANOBIAHOCTI 3 BUMOTAMY, BCTAKOBNEHUMU B UMHHOMY KepisHuyTei no GMP,
saTeepaeHoMy MiHICTEPCTBOM OXOPOHY 3R0POB'A YKpaiHy, i 3 BuMoramn peccTpauinioro

ROCLE KPaTHA NPUSHAYEHHR

Cepin possoneHa po peanisayil / sippanraxienns 3 05,12.2022

NiB: OxotHikosa T.M.,

Mocapa: YnoeHosaxeHa ocoba

3arsepmKkyio

Nignucado enekTpoHHuUM nignucom: 05.12.2022  17:56

Crop, 232




S5

(+38044)207-73-04 YnopHosamena ocoba 3 aracri

Anpeca 02093, ™. Kuis, syn. Bopucninbcbka, 13
Ten./@akc: (+38044) 568~32-10 flpuimanstia llt llm“m
(+38044)207-73-27 YnosHosaxeHa ocoba 3 dapmakoHarnamy

m g p H U u g (+38044)207-73~41 Bipaln KOHTPONK AKOCTI

Ceprudikar akocri / Ceprudikar ananizy N¢ 170000013905

1. HalimeHysanus npogykuil: IVKNOOEHAK-LAPHULLA

(Hasea, cuna pillakTnsHICTL, Nikapcbka dopma Ta 1 MIT PO3UMHY MICTUTL AVKNodeHaky HaTpilo 25 mr
Po3Mip ynakosku (IBeHTUYHO 40 TEKCTY Ha PosunH ana iH'ekuin, 25 mr/mn no 3 mn B amnyni
ynakosui rotoBoi npoaykuit)) Ne 10 (5x2) B nayui 3 MapKyBaHHAM YKpalHCbKOIO MOBOIO
2. Homep cepil: CP171122

3. Posmip cepil: 29,850 ™Y

4, KpaTHa-BUpoGHUK: YKpaita

5. HaitmeHnysanHs KpaTHu / Kpall npusHaueHHsa Ykpaita

ann cepii

6. Homep peecrpauiiinoro nocsiguenn: UA/4060/01/01

7. Dara supobHuyrea; 11.2022

8. NaTa saKinueHHA Tepmivy npupartHocri 11.2025

(micaup i pik, nicna akoro N3 He 3acTocoBYETLCA):

9. Hasea, agpeca Ta Homepu niuensil scix BUpo6GNEHO, BKAIOMAOUN YNakoBKY/MapKyBaHHA Ta KOHTponb AkocTi Ha [pAT
AinbHuyb BUpobrULYTB2 | KOHTPONID AKOCTI; «Oapmayestnuna dipma «JapHuuas sa agpecoto; M Kuis, syn. Bopucrinbcebia,
Ceprudikaru signosigHocri GMP Bcix 13;

AinbHUYL: niueHsin AB Ne598086;

cBifgoyTBO NpPo arecrauito naboparopinn BKA N® 128;
ceprudikar GMP N¢ 050/2022/GMP

10. Ananiz sukoHanunii srigno; MKA N3 sig 20.01.2021 po peecrpauiidoro nocaiguerHn NeUA/4060/01/01

PesynvTaTn aHanisy:

N2 n.n.  HatimenysaHHa noKasHuka Bvimoryl HopmaTueHOI foKymeHTaull Pesynbrar aranisy
1 Onuce MNpoaopa, 6eabapena abo 3i anerka XOBTYBATAM BIATIMKOM piguHa 3 Bignosigae

nerkmm cneindivHum 3anaxom
2 IneHTudiKauia A Ha xpomarorpamax BUNpoGoBYBIHOrO POIUNHY Ta POIUNHY Binnosipae

nopisraxHA (a), orpumaHux y posaini "KinbkicHe BusHaueHHA.
AuknodeHak HaTplio”, vacy yrpymyBaHHs nika AnKnogpeHaka HaTpio
MarTb cnisnagaTu

3 Inertudikain B Ha xpomarorpamax sunpoGosyBaloro po3ynHy Ta po3unHy Binnosipae
nopiBHAHHA (a), oTpumanux y posaini "KinbkicHe BuzHaueHns.
IponineHrnikonb, GeHIUNOBMIA CRUPT", Hacy YTPUMYBaHHA Nikis
nponinexrnikonio ta 6eH3NN0BOro CNUPTY, BIANOBIAHO, MaITL

cnisnagaty
4 Inenrudikanin € : Npenapat gae peakyio (b) na cynodity (Hatpilo merabicynbdir) Binnosinae
5 InenTudikauin D Yd-criekrp noravHauHs Bunpobosysaroro po3unHy 8 obnacri sin  Bignosinae

220 1M 8o 400 HM nosuUHEH MaTK MaKCUMYM NOTNUHAHHA 3a
[OBXUHN XBUNi (275£2) HM

6 MNpo3zopicte Mpenapar mae 6yTh npo3opum

7 Konboposictb OnTWYHa rycTiHa Npenapaty nosuHHa Gyt He Binbwe
8 06'em, wo BrTAraeTbeR Npenapar mae sipnosinatn sumoram AOY, 2,9.17

9 MexaHiuni BrIOdEHHSA: BugAMI Bianosinae sumoram A0V, 2,9.20

YACTNHKN

Crop. 132
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{+38044)207-73-04 ¥nosHoBaMeHa ocofia 3 AKocTi
{(+38044)207-73-27 ¥YnoBhoBameHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n p H u ug (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprndikar ananisy Ne 170000021258

1. HalimeHyBaHHA npogyKuii: AUKNOMEHAK-AAPHALA

(HazBa, cuna fAii/akTMBHICTD, Nikapcbka ¢opma Ta 1 MA pO3UKMHY MICTUTL AUKNodeHaky HaTpilo 25 mr
pO3Mip YNakoBKK {iGEHTUYHO A0 TEKCTY Ha PO3UMH ANA iH'€KLiR, 25 mr/mn no 3 mn B amnyni
YNaKoBLi roToBoi NPoAyKLUii)) Ne 10 (5x2) B nayyi 2 MApKYBAHHAM YKPAIHCLKOIC MOBOIO
2. Homep cepii: CP70523

3. Poamip cepii: 29,993 TYN

4. KpaiHa-BMpoGHUK: ¥YkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHA YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/4060/01/01
7. Bata supoGHulyTBa: 05.2023

8. Bara saKiHueHHA TepMiHy NPMAATHOCTI 05.2026

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKIOYAICUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
AinbHMLL BUPoGHULTBA | KOHTPONIO AKOCTI; «(QapmaueBTiuHa dipma «fapHuua» 3a agpecolo: M Kuie, Byn. bopucninkcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

BinbHALYD: niyeHszin AB N°598086;

CBigouTBO Npo atectauiio nabopatopiin BKA No 128;
cepTngikat GMP Ne 050/2022/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 Big 20.01.2021 po peectpauifiHoro nocsigyeHHa NeUA/4060/01/01

PeaynbTaTk aHanisy:

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 Oonuc Mpozopa, besbapeHa abo 3i 3nerka XoBTYBaTWM BigTiHKOM pignHa 3 Bignosipae

Nerkum cneyudiuHmm 3anaxom
2 laeHTUdiKalis A Ha xpomaTorpamax BunpoSOBYBaHOrO PO3UMHY Ta PO3UNHY Bianosipae

nopieHAHHA {a), oTpUMaHKnX ¥ po3gini "KinbkicHe BU3HaueHHA.
AwvknodeHak HaTpilo", Yacu YTPUMyBaHHA Nika QUKNOgeHaKa HaTpilo
MaIoTb cniBnagaTy

3 laeHTUdikalia B Ha xpomaTorpamax BUnpoSOBYBaHOrO PO3UMHY Ta PO3UNHY Bignosigae
nopieHAHHA {a), oTpUMaHKnX ¥ po3gini "KinbkicHe BU3HaueHHA.
MponineHrnikonb, 6eH3WACBUIA CNUPT”, YacK YTPUMYBaHHA NiKiB
nponineHrnikoMo Ta 6eH3MNOBOIO CNMPTY, BiGNOBIGHO, MaloTb

cnienagaTu
4 laeHTUdiKalis C Mpenapar gae peakdilo (b) Ha cynbditm (HaTpio meTabicynbgir) Bipnosinae
5 laeHTUdikauis D Yd-cneKkTp NOrMMHaHHA BUNPoSOBYBaHOro po3yuHy B ofinacTi Big Bignoeigae
220 um go 400 HM NOBMHEH MaTW MaKCUMYM MOTAWHAHHA 33
poRHIM JBOBXUHW XBUNI (27512) Hm
B I'Iposocgidg Q{% Mpenapar mae 6yTM NPo3opUM Bignosigae
&
L o
7 Koanposi@P‘EPTH'KOBa = ONTUYHa rYCTUHa NpenapaTy noeuHHa yTu He Ginblwe 0,05 0,01
b TeTsHa =
B8 OfEm, wdkaaiama = Mpenapar mae signosigat Bumoram Ady, 2.9.17 Bignoeigae
= EOPNOY/ANMH Z
9 Mex'a@itmi SOARE2 B Bignosigae Bumoram AoV, 2.9.20 Bianosigae
'-IaCTHH$:I> dg‘-’

‘?cauo y a“

Crop. 132



B [ TTTTTTTTTTIT!

10 MexaHiuHi BKNIQYeHHA: HeBMOnMi Bignosinae eumoram AdY, 2.9.19, meTon 1.B Bignoeigae
YACTUHKM

11 pH 78-88 8.1

12 CynposigHi gomilKy OwvknodeHak goMilku A - He Sinbwe 1,0 % 0,0 %

13 CynposigHi gomilKy Byab-Aakoi HeineHTUIKOBAHOI QOMILLKK - He Ginbwe 0,2 % Bignoeigae

14 CynposigHi gomilKy Cyma 6ygb-AKMx HeifleHTUIKOBaHMX AOMIWOK - he Binblue 0,5 % 0,1%

15 bensanbperig He Ginbwe 0,01 % Bignoeigae

16 CTepuibHICTB Mpenapar mae 6yTH CTepUABHUM CTepunbHUiA

17 AHOManbHa TOKCMYHICTD Mpenapar mae 6YTM HETOKCMUHUM He ToKCU4HUE

18 bakTepianbHi eHOOTOKCUHK lpaHU4YHa KOHUEHTpaLifA eHROTOKCWUHIB - He Binbwe 116 MO/Mn Bignoeigae

19 KinbKicHe BU3Ha4yeHHA guknodeHaky 23,8 - 26,3 mrimn 25,0 mr/mn
HaTpilo

20 KinbkicHe BuM3HauyeHHA DeHzunosoro 38 - 42 mrimn 41 mrimn
cnupTy

21 KinbkicHe BM3HauyeHHA 190 - 210 mr/mn 203 mrimn
nponineHrnikono

22 KinbKicHe BU3Ha4YeHHA HaTpile He Ginbwe 0,66 Mrimn 0,60 mr/mn
meTabicynbdity

23 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae

24 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomeHTapi: bes KkomeHTapis

12. YmoBu 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 25°C. He 3amopoxyeaTth. 36epirati B

HeQOCTYMHOMY ANA AiTeld micui.

13. 3anBa npo ceprndikanio: Lum nigreepaxyio, Wwo BC BMpoBHUYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIii BiANOBIAHOCTI 3 BUMOraMM, BCTAaHOBNEHUMM B YUHHOMY KepiBHUUTBI no GMP,
3aTeepmkeHomy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HaYeHHA

Cepin po3BoneHa go peanisauii / BigBanTaxeHHn 3 22.06.2023

3aTBepaxKyio

MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noBHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 22.06.2023  16:28

JoxymeHT nignucaHo y cepeici BuacHo (nouaTok)
00481212_20230622_Certificate_170000021258.pdf
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JokymeHT nignucaHo y cepsici BuacHo (NpoA0OBIKEeHHR)
00481212_20230622_Certificate_170000021258.pdf

HokymeHT BignpasneHo: 16:31 22.06.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

16:31 22.06.2023

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA JAPHWULA
npoeBigHWiA iIHCNeKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipru KEM/ELM: 16:31 22.06.2023

CraTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C000077500000

Tun nignucy: keanigikosaHwin



{+38044)207-73-04 ¥noBHoBameHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoBhoBaeHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n p H u ug (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprndikar ananisy Ne 170000021259

1. HalimeHyBaHHA npogyKuii: AUKNOMEHAK-AAPHALIA

(HazBa, cuna fAii/akTMBHICTD, Nikapcbka ¢popma Ta 1 MA pO3UKMHY MICTUTL AUKNOodeHaky HaTpilo 25 mr
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha PO34MH ANA iH'€KLiR, 25 mr/mn no 3 mn B amnyni
YNaKoBLi roToBol NPoAyKLUii)) Ne 10 (5x2) B nayyi 2 MApKYBAHHAM YKPAIHCLKOIC MOBOIO
2. Homep cepii: CP80523

3. Poamip cepii: 30,086 TVYN

4. KpaiHa-BupoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJyeHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/4060/01/01
7. Bata supoGHMLyTBa: 05.2023

8. Aara saKiHueHHA TepMiHy NPMAATHOCTI 05.2026

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKAOYAICUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
SinbHMLL BUPOoGHULTBA | KOHTPONIO AKOCTI; «(QapmaueBTUuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

AinNbHALYDL: niyeHszin AB N°598086;

CBigouTBO Npo atectauiio nabopatopiin BKA No 128;
cepTngikat GMP Ne 050/2022/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 Big 20.01.2021 po peectpauifiHoro nocsigyeHHa NeUA/4060/01/01

PeaynbeTaTh aHanisy:

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

AEerkum cneyudiuHmm 3anaxom
2 laeHTUDiKalis A Ha xpomaTorpamax BunpoSOBYBaHOrO PO3UMHY Ta PO3UNHY BianoBsipae

nopieHAHHA {a), oTpUMaHmnX ¥ po3gini "KinbkicHe BU3HaYeHHA.
AvknodeHak HaTpilo", Yacu YTPUMyBaHHA Nika QUKNOgeHaKa HaTpilo
MaIoTb cniBnagaTy

3 laeHTUdikalia B Ha xpomaTorpamax BunpoSOBYBaHOrO PO3UMHY Ta PO3UNHY Bignosigae
nopieHAHHA {a), oTpUMaHKnX ¥ po3gini "KinbkicHe BU3HaueHHA.
MponineHrnikonb, GeH3WACBUIA CNMPT”, Yack YTPUMYBaHHA NIKiB
nponineHrnikoMo Ta 6eH3MNOBOIO CNMPTY, BiGNOBIGHO, MaloTb

cnienagaTu
4 laeHTUdiKalis C Mpenapar gae peakdilo (b) Ha cynbditm (HaTpio meTabicynbgir) Bipnosinae
5 laeHTUdikauis D Y{-cnekTp NOrMMHaHHA BUNPoSOBYBaHOro po3yuHy B ofinacTi Big Bignosigae
220 um go 400 HM NOBMHEH MaTU MaKCUMYM MOTAWHAHHA 33
poRHIM JOBXUHW XBUNI (27512) Hm
B I'Iposocgidg Q{% Mpenapar mae 6yTM Npo3opUM Bignosigae
*
L of
7 Koanposi@P‘EPTH'KOBa = ONTUYHA rYCTUHa NpenapaTy noeuHHa yTu He Ginbwe 0,05 0,01
= TeTsHa 2
B ofEm, wdaaiama = Mpenapar mae signosigat Bumoram Ady, 2.9.17 Bignoeigae
= EOPNOY/ANMH Z
9 Mex'a@itmi SOAR3E2 B Bignosigae Bumoram AoV, 2.9.20 Bianosinac
'-IaCTHH$:I> dg‘-’

‘?cauo y a“

Crop. 132



e B [ T

10 MexaHiuHi BKNIQYeHHA: HeBMOnMi Bignosinae eumoram AdY, 2.9.19, meton 1.B Bignoeigae
YACTUHKM

11 pH 78-88 8.1

12 CynposigHi gomilky OwvknodeHak goMilku A - He Sinbwe 1,0 % 0,0 %

13 CynposigHi gomilky Byab-Aakoi HeigeHTUIKOBAHOI QOMILLKK - He Ginbwe 0,2 % Bignoeigae

14 CynposigHi gomilky Cyma 6ygb-aKMx HeileHTU(IKOBAHWX AOMIWOK - he Binblue 0,5 % 0,1%

15 bensanbperig He Ginbwe 0,01 % Bignoeigae

16 CTepuibHICTB Mpenapar mae 6yTH CTepUABHUM CTepunbHUiA

17 AHOManbHa TOKCHMYHICTD Mpenapar mae 6YTM HETOKCMUHMM He ToKCU4HUE

18 bakTepianbHi eHOOTOKCUHK IpaHU4YHa KOHUEHTpaLifA eHROTOKCWUHIB - He Binbwe 116 MO/Mn Bignoeigae

19 KinbKicHe BU3Ha4yeHHA guknodeHaky 23,8 - 26,3 mrimn 25,0 mr/mn
HaTpilo

20 KinbkicHe BuM3HayeHHA DeHzunosoro 38 - 42 mrimn 40 mrimn
cnupTy

21 KinbkicHe BM3HauyeHHA 190 - 210 mr/mn 202 mrimn
nponineHrnikono

22 KinbKicHe BU3Ha4YeHHA HaTpile He Ginbwe 0,66 Mrimn 0,58 mr/mn
meTabicynbdity

23 ¥Ynakoeka BignoeigHo go MKA N3 Bignoeigae

24 MapKyBaHHA BignoeigHo go MKA N3 Bignoeigae

11. KomeHTapi: bes komeHTapis

12. YmoBu 36epirannn: B opuriHanbHiin ynakoeui npu Temnepatypi He BUwwe 25°C. He 3amopoxyeaTth. 36epirat B

HeQOCTYMHOMY ANA AiTeld micui.

13. 3anBa npo ceprndikanio: Lum nigreepgxyio, Wwo BC BMpoBHUYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIiil BiANOBIAHOCTI 3 BUMOraMM, BCTAaHOBNEHUMM B YUHHOMY KepiBHUUTBI no GMP,
3aTeepmkeHoMy MiHiCTepcTBOM OXOPOHUW 340p0EB'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HaYeHHA

Cepin po3BoneHa go peanisauii / BigBanTaxeHHn 3 20.06.2023

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

Mocapa: ¥YnoeHoBaXeHa ocoba

MNignucaHo enektpoHHuM nignucom: 20.06.2023  09:13

JoxymeHT nignucaHo y cepeici BuacHo (nouaTok)
00481212_20230620_Certificate_170000021259.pdf

Crop. 232



JokymeHT nignucano y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20230620_Certificate_170000021259.pdf

HoxkymeHT BignpasneHo: 09:16 20.06.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

09:16 20.06.2023

€0OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA AAPHWULA
npoeigHWiA iIHCNeEKTOP-yNnoBHOBaXeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipku KEM/ELM: 09:16 20.06.2023

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C000077500000

Tun nignucy: kBanigikosaHwin
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