Miponosxcews Ceprudivar awoct ! Ceprudivar ananisy e 170000008675 ||| N NN

10 MexaHiuHi BknioueHHA: Heeuaumi  Bignoesinae sumoram AOY, 2.9.19, meton 1.8 Bignosinae
YACTUHKM

11 CynpoegigHi gomilku byab-akol pomiwku — He 6inbwe 0,2 % Bianosinae

12 CynpoBigHi AOMILIKK Cyma fomilok - He Ginbwe 2,0 % 0,3%

13 CrepunbHicTb MNpenapar mae 6yTu crepynbHUM Bignosigae

14 bakrepianbHi eHAOTOKCHMHMU MpaHWyHa KOHLEHTPaLiA eHAOTOKCHMHIB - MeHwe 87 MO/mn Bianosinae

15 KinbkicHe Bu3HaueHHa gpotasepuny 19,0 - 21,0 mr/mn 20,0 mr/mn
rippoxnopuay

16 KinbkicHe BusHaueHHA eTaHony (96 59,6 - 72,8 mrimn 64,5 mr/mn
%)

17 KinbkicHe BM3HaYeHHA HaTpilo He 6inbwe 1,1 mrimn 1,0 mr/mn
meTabicynbdity

18 MapkysaHHA BignoeigHo ao MKA N3 Bianosigae

19 Ynakoeka BignoeigHo go MKA N3 Bignosigae

11. Komenrapi: bes komeHTapis

12. YmoBn 36epiranun: B opuriHaneHii ynakoBLi npu Temnepatypi He suwle 25°C. He 3amMopoxysaTtu. 36epiratm B

HeloCTYNHOMY AnA fliTei micui.

13. 3anBa npo ceptmdikanilo: Lium nigreepmkyio, Wo Bci BUpobHUYI CTagil AnA i€l cepil roToBoi npogykKuii 6ynu nposegeHi
B MOBHilA BigNOBIAHOCTI 3 BUMOramMW, BCTaHOB/IEHWMW B YMHHOMY KepiBHULTBI no GMP,
3aTBepgxeHomy MiHictepcTtBomM oxopoHM 3n0pog’a Ykpaiiu, i 3 BUMoramu peecrpayiiHoro
[OCbE KpaiHM Npy3Ha4YeHHA

Cepin nossonexa Ao peanisayii / sigsantaxennn 3 09.09.2022

3arBepKyio
MNIb: OxoTtHikoBa T.M.

MNocapa: YnosHoBaxeHa ocoba

MignucaHo enekTpoHHum nignucom: 09.09.2022 09:32
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(+38044)207-73-04 YnopHoBaxeHa ocoba 3 saKocTi

Appeca 02093, m. KwiB, Byn. Bopwcninbcbka, 13
Ten. /®akc: (+38044)568-32-10 MMpuiimancHa ” “l‘ ‘ I “‘““

d D. n p H u u q (+38044) 207-73-41 Bipain xoHTpONio AKOCTI

(+38044)207-73-27 YnoeHosaxeHa ocofa 3 dapmaKoHarnagy

Ceptudikar akocri / Ceprudikar ananisy N2 170000008675

1. HalmenyBaHHA NpoRyKUii:
(Ha3Ba, cuna fiifakTUBHICTL, Nikapcbka gopma Ta
po3mMip ynakoBku (ieHTUYHO [10 TEKCTY Ha

ynakoBLi roTOBOI NPoAyKLii))
2. Homep cepii:

3. Poamip cepii:

4. Kpaina-BnpoOHNK:

5. HalimeHyBaHHA KpaiHM / KpaiH npM3HaueHHA
AnA cepii:

6. Homep peecrpayiiHOro nNocsig4yeHHnA:

7. laTta eupo6HuyTBa:
8. flaTa saKiHueHHA TepMmiHy npmaaTHOCTI
(micaup i pik, nicna skoro J13 He 3acTocoByeTbeA):

9. HasBa, agpeca Ta HOMepH nilyeHsiA BCix
AinbHUUL BUpoGHMYTBa | KOHTpOMIO AKOCTI;
Ceprndixamm BignosigHocri GMP Bcix
AnbHMLL:

10. AHaniz BUKOHaHWIA 3rigHo:

PezynbTaru aHanisy:

JIPOTABEPUH — IAPHULIA
1 Mn po3umnHy MICTUTE ApOTasepuHy rigpoxnopuay 20 mr

po3uunH ana iH'ekuii, 20 mr/mn. Mo 2 mn e amnyni; Ne5 (5x1) B nauyi 3
MapKyBaHHAM YKPaiHCbKOIO Ta pOCiiCbKOI MOBaMM

SK110722
44 168 TYN
Ykpaiva

YkpaiHa
NeUA/7468/02/01

07.2022
07.2025

BMpoOneHo, BKIOYalouMn YNaKoBKy/MapKyBaHHA Ta KOHTpOnb AKocTi Ha MpAT
«®apmauesTuuHa ¢ipma «[lapHuua» 3a agpecoio: M Kuis, syn. bopucninbcbka,
13;

niyensia AB N2598086;

cBifouTBo Npo aTtecrauiio naboparopiii BKA Ne 128;

ceptudikat GMP Ne 035/2019/GMP

MKA N3 po peectpauiitHoro noceigueHHAa NeUA/7468/02/01 sig 03.08.2018
N21449, 3i 3miHamn

N2 n.n. HalmeHyBaHHA NOKA3ZHWKA BuMOrn HOpMaTHMBHOI JOKyMeHTauil PesynbraT aHanisy
1 Onuc Npo3zopa 3eneHyBaTo-*o0BTa abo »0BTa pigWHa Bignosigae
2 InenTndikadia A YO@-cnexkTp NornvMHaHHA BUNPOGOBYBAHOIO PO3UUHY, Bignosigae

NPUroTOBICHOTO, AK ONUCaHO B po3Aini "KinsKicHe BU3HaUeHHA.
JpoTaeepuHy rigpoxnopma”, 8 obnacri sig 220 Hm ao 420 Hm
MOBMHEH MaTH MAaKCUMYMM NOMMMHAHHA NMPW AOBXMHAaX Xeunb (241
12) Hm, (302+2) Hm Ta (35312) Hm

3 Ipenmudikauia B Ha xpomatorpami Bunpo6oeysaHoro po3unHy, oTpumaHoi B po3gini  Bignosigae
"KinekicHe Bu3HaueHHA. ETaHon (96 %)", yac yTpUMaHHA nika
eTaHony NosuHeH BiANOBIAaTH Yacy YTPUMYBaHHA Nika eTaHoMy Ha
XpoMaTorpami po3uMHy NOpPIBHAHHA

4 IaenTndikania C Ha xpomatorpami BunpoboByBaHoro po3unHy, oTpumaHoi B po3gini  Bignosigae
"KinekicHe Bu3HaueHHA. Hatpilo meTabicynbgit™, yac yrpumyBaHHa
niky Hatpilo meTabicynbdiTy noBuHeH Bignosigatm yacy y'r_p;i:.;ywéﬁhh :

nika Hatpilo meTabicynbdity Ha xpoMaTorpami po3umHy ropikans—. " X
5 Mpo3opicrb MNpenapar mae 6yt nposopum : ‘ Bigncrizae
6 Konboposictb 3abapeneHHA npenapaty Mae 6yTy He IHTEHCUBHILILA 32 e GY1 B_iﬂnoégi,:;afi_-:
abo Y1 1A /TTIEN
7 pH 3,0-50 42
8 06'eM, WO BUTArAETLCA Mae 6yTW He MeHLIe HOMIHANBHOro, 3a3HAYEHOro Ha eVMKSTI s_iz'r.-nn;;-.ihae
9 MexaHiuHi BKNIOUEHHA: BUAUMI Bignoeigae sBumoram AdY, 2.9.20 ' Bignosigae

YAaCcTUHKH

Crop.132



d AAPHUUS

(+38044)207-73-41 Bigpin KOHTpONIC AKOCTI
(+38044)207-73-04 YnoshoBameHa ocoba 3 AxocTi

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa H “‘ m ‘ ‘ ‘ “““H

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

Ceptudikar akocri / Ceprndikar ananisy Ne 170000028196

1. HaiimeHyBaHHA npogyxuii:

(HazBa, cuna fjii/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 NnpU3HavueHHA
ansa 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
BinbHULL BUPoGHULTEA | KOHTPONIO AKOCTI;
Cepmudixatu BignoeigHocti GMP Bcix
AiNbHALYDL:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbTaTk aHanisy:

APOTABEPWUH — OAPHULA

1 Mn po3uMHYy MICTUTE ApOTaBEPUHY rigpoxnopugy 20 mr

PO3UMH ANA iH’eKUii, 20 mr/mn. Mo 2 mn B amnyni; NS (5x1) B navui 3
MapKYBaHHAM YKPaiHCbKOIO Ta POCiiCbKOI0 MOBaMK

SK131123
49,047 ™Y
¥KkpaiHa

¥YkpaiHa
NeUA/7468/02/101

11.2023
11.2026

BUpOoGNeHOo, BKAOYAICUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
«(QapmaueBTUuHa dipma «fapHuuAa» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
13;

niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;

cepTngikat GMP Ne 071/2023/GMP

MKA N3 po peectpauinHoro noceigyeHHa NeUA/7468/02/01 sig 03.08.2018
Ne1449, 3i amiHamMuK

N2 n.n. HalmMeHYBaHHA NOKAZHMKA BuMOrM HOPMaTHBHOI 1OKYM W\ Pe3ynbTaT aHanisy
cHO !(1

1 Onuc Mpo3sopa 3eneHyBaTOo-XKOBFA 2 oa‘ra-pu:i,ﬁug\ Bianosipae

2 laeHTUDiKaLin A Y{-cneKkTp NOrAMHaHH ! By pg@qsya‘amtd: \ﬁdél-l i Binnosinae
NPUroToBAEHOTO, AK gf vatHo Q“él}i HayeHHs
JpoTaBepuny rigpo: 0 HM gd 20 Hm
NOBUHEH MaTh MaKcK HaHKA Mfpy p.oanﬂkiﬂ xsunb (241
12) Hm, {302+2) Hm Ta\{30 '/ /

3 laeHTUDiKaLis B Ha xpomaTorpami eunpd -.\-. #dHo 3{4;@1)‘5(@;) MaHoi B po3gini  Bignosipae
"KinbkicHe BU3HauYeHHA. E :- o8 4%)" ,‘"ﬁﬁ MaHHA Nika
eTaHOMy MOBMHEH BiANoBinaTH-Hagcy YIDMYSEHHA Nika eTaHoNy Ha
Xpomartorpaml po34uHy NOpPiBHAHHA

4 laeHTUdiKalis C Ha xpomaTorpami BunpoboByBaHOro po3uuMHy, OTPMMaHoi B po3aini  Bignosipae
"KinbkicHe Bu3HaueHHA. HaTpilo MeTabicynbdit", Yac yTpumyBaHHA
niKy HaTpito meTabicynbdity NoBUHEH BigNoBigaTu vacy
YTPUMYBaHHA Mika HaTpilo meTabicynbgiTy Ha XxpomaTorpami

pOHHM ay pPO34YHMHY NOPIBHAHHA
5 I'Iposqpi&b ‘%6 Mpenapar mae 6yTM Npo3opUM Bianosinae
L of
< OxoTHikoBa - . . i g
6 KDJ'I'thDBI - 3aBapeneHHA npenapaTty ma€ 6yTU He IHTEHCUBHIWMWM 323 €TanoH BipnoBipae
eTAHa =
= MukonaiBHa = Gl 2001
7 H- = 30-50 4,3
PR enproy/inH =
B 06'55)9}40 Hﬂﬂ&l&‘& n h Ma€ 6yTW He MeHLWe HOMIHaNbHOro, 3a3HaYeHOro Ha eTMKEeTL] Bignosinae

ot

Crop. 132



e el [ T

9 MexaHiuHi BKNIQYeHHA: BMguMi Bignosinae Bumoram Aoy, 2.9.20 Bignoeigae
YACTUHKM

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

1" CynposigHi gomilky Byab-Akoi pomiluku — he Ginblue 0,2 % Bignoeigae

12 CynposigHi gomilky Cyma aoMilok - He Ginble 2,0 % 0,3%

13 CTepuibHICTB Mpenapar mae 6yTH CTepUABHUM Binnosinae

14 bakTepianbHi eHOOTOKCUHK IpaHU4YHa KOHUEeHTpaLif eHROTOKCUHIB - meHWwe 87 MO/mMn Bignoeigae

15 KinbKicHe BU3Ha4yeHHA gpoTasepuny 19,0 - 21,0 mrimn 20,1 mr/mn
rigpoxnopuny

16 KinbkicHe BU3HaueHHA eTaHony (96 59,6 - 72,8 mrimn 65,0 mr/mn
%)

17 KinbKicHe BU3Ha4YeHHA HaTpile He Ginbwe 1,1 mrimn 1,0 mrimn
meTabicynbdity

18 MapKyBaHHA BignoeigHo go MKA N3 Bignoeigae

19 ¥Ynakoeka 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 AiTel micui.
13. 3anBa npo ceprndikanio: Llum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIii BiANOBIAHOCTI 3 BUMOraMM, BCTAaHCBNEHUMMW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepmkeHomy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanisauyii / BigBanTaxeHHn 3 23.11.2023

MNIb: OxoTHiKoBa T.M.

Mocapa: ¥YnoeHoBaXeHa ocoba

3aTBepaKyio

MNignucaHo enekTpoHHUM nignucom: 23.11.2023  13:07

; e
TOKY MEHTIB

JoxymeHT nignucaHo y cepeici BuacHo (nouaTok)
00481212_20231123_Certificate_170000028196.pdf
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JokymeHT nignucano y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20231123_Certificate_170000028196.pdf

HoxkymeHT BignpasneHo: 13:11 23.11.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

13:11 23.11.2023

€0OPMNOY/IMH: 00481212

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

Yac nepesiprku KEM/ELM: 13:11 23.11.2023

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C000077500000

Tun nignucy: kBanigikosaHwin




Anpeca 0z093, M. Kwis, Byn. Bopwcninbebka, 132

Ten. /Makc: (+38044)568-32-10 MNpuimancHa
ﬂ n p H u u g (+28C44)2C7-72-41 Bipain KoHTpONKD AKOCTI
(+38C44)20C7-72-C4 YnorHOBaMeHa ocoba 3 AKocT |

(+28044)2C7-72-27 YnoeHosameHa ocoba 3 dapmakoHarnagy

Ceptudikar akocri / Ceptudikar ananisy Ne 170000012379

1. HalilmeHyBaHHA NpoayKLiT:

{Ha3Ba, CUNa AiifakTUBHICTL, NiKapcbka dopma Ta
po3Mip YNakoBKW (iAeHTU4HO A0 TEKCTY Ha
yNakoBLi roToBCI NPoAYKLIi))

2. Homep cepii:
3. Posmip cepi:
4. KpaiHa-BUpOGHWK:

5. HaiimeHyBaHHA KpaiHM / KpaiH npu3Ha4YeHHA
AnA cepii:
6. Homep peecTpanifiHoro nocsinyeHHn:

7. flata BupoGHMLUTBA:
8. flaTa 3aKiHYe€HHA TepPMiHY NPUAATHOCTI
{micaub i piK, nicna Akoro J13 He 3acTOCOBYETLCA):

9. Haspa, agpeca Ta HOMepW RileH3iA BCiX
AiINbHULE BUPOGHULITBA | KOHTPOAK AKOCTI;
Ceprndikatn sipnosinHocri GMP Bcix
AINbHMLb:

10. AHani3 BUKOHaHWH 3rigHo:

Pe3synbTaTi aHaniay:

JPCTABEPWMH — OAPHWLA

1 M PO3YKMHY MICTUTb ApOTaBepUHY rigpoxnopuay 20 mr

PO34KMH AnA iH'eKUii, 20 mr/mn. Mo 2 ma B amnyni; N25 (5x1) B nayui 3
MapKyBaHHAM YKPaiHCBKOIO Ta POCICbKOI MOBaMK

SK141022
47,848 TYN
YKpaiHa

YKpaiHa
NeUA/7468/02/01

10.2022
10.2025

BUpOGAeHO, BKAIDYAOUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
«PapmauesTU4Ha dipma «JapHuua» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
13;

niueHzia AB Ne598086;

CBigoUTBO Npo atecTauile naGopatopii BKA Ne 128;

ceptudikat GMP N2 035/2019/GMP

MKA /13 ao peectpauiiiHore noceigueHHa NeUA/7468/02/01 gig 03.08.2018
N21449, 3i 3miHaMK

N2 n.n. HaiiMeHyBaHHA NOKazHWUKa Bumorn HopmMaTHBHOI AOKYMeHTaL il Pe3ynbTar aHanisy
1 onue Mposopa 3eneHyBaToO-KOBTa ab0 KOBTa pignUHa Binnosigac
2 InenTndikauia A YO-CnekTp NorMHaHHA BUNpoboBYBaHOTO PO3UMHY, Binnosigae

NPWUroToBNEHOTS, AK ONWcaHo B po3dini "KinbKicHe BU3HaUeHHs.
ApoTasepuHy rigpoxnopua”, B obnacti sig 220 Hm o 420 Hm
NOBMHEH MaTU MaKCUMYMIN NOTNWHAHHA NPY OCBKUHaX XBUNb (241
£2) HM, (302£2) Hm Ta (35312} Hm
3 lnenTndikauia B Ha xpomatorpami BUnpoGoByBaHOro po3yuiHy, OTpMMaHoi B posfini  Bignosigae
"KinbkicHe BuzHaueHHsa. EtaHon (98 %}", yac yTpumarHa nika
eTaHony NoBWHEH BiANOBIAATH Yacy YTPUMYBaHHA Nika eTaHony Ha
XpoMarorpami po3YnHy NOPIBHAHHA
4 lnenTndikauia C Ha xpomatorpami BUnpoGoByBaHOro po3ydiHy, OTpMMaHoi B posfini  Bignosigae
"KinbKicHe BU3HaYeHHA. HaTpilo meTabicynbdit”, uac yTpumyBaHHsA
niky HaTpito MeTabicynb@iTy NOBYHEH BIANOBIAATA Yacy YTpUMYBaHHA
nika HaTpil MeTabicynbdiTy Ha XpoOMaTOrpami po3UUHY NOPIBHAHHSA

5 Mpo3sopicTb MpenapaTt mMac 6yTH NPO3oPUM Bignosigac
6 KonbopoBicTh 3abapeneHHa npenapaty mac HyTW He IHTEHCMBHIWWM 3a eTanoH GY1Bignosigae
abo Y1
7 pH 30-50 39
) O6'em, WO BUTATZETHECA Mag 6YTW He meHlle HOMIHANLHOTO, 2a3HAYEHOTO Ha eTHKETLL Binnosigac
9 MexaHiuHi BKNIoYeHHA: BARUMI Binnoeinae sumoram AOY, 2.9.20 Bipnosigae
YaCTMHKK
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MpoacexkeHHa CepTudikar Axocti / CepTudikar ananizy N2 170000012379 m ‘Ill"‘l”"‘I”l”ll||"||||I||II‘|H| | m

10 MexaHiuHi BKNioueHHA: HeBWAWUMI  Bignoeinae sumoram J0OY, 2.9.19, meton 1.B Bipnosigae
YaCTVHKK

11 CynpoBsifiHi fOMILIKK Byab-aKol AoMilLKKM — He Ginble 0,2 % Bipnosigae

12 CynpoBsifiHi fOMILIKK Cyma fomilok - He binbwe 2,0 % 1,3 %

13 CTepunbHicTb MpenapaT mMac 6yTH CTEPUNBHIM Binnosipac

14 bakTepianbHi eHAOTOKCUHW IpaHUYHa KOHUEHTpALIA eHAOTOKCHHIB - meHwe 87 MO/mn Bignosigae

15 KinbKicHe BU3HaueHHs apoTtasepury 19,0 - 21,0 mrimn 19,9 mrimn
rigpoxnopugy

16 KinbKicHe BU3HaueHHs eTaHony (96 59,6 - 72,8 mrimn 64,0 mrimn
%)

17 KinbKicHe BU3HAYEHHA HaTpilo He &inbwe 1,1 mr/mn 1,0 mrimn
meTabicynbity

18 MapKyBaHHA BignoeigHo go MKA N3 Bipnosigae

19 YnakoeKa BignoeigHo go MKA N3 Bipnosigae

11. KomeHTapi: Bes KomeHTapie

12. ¥moBn 36epiraHHa: B opwrinanbHi ynakosui npu Temnepatypi He Buwe 25°C. He 3amopoxyBaTi. 36epiraty B

HeAOCTYNHOMY ANA AiTER Micui.

13. 3aaBa npo cepTugikadiro: Llum nigareepaxyio, Wo BCi BUpoBHUYI cTagil Ana Liel cepil roTogol npoaykuil 6ynu nposeaeHi
B NOBHINA BIANOBIAHOCTI 3 BUMOraMy, BCTAHOBNEHUMY B YAHHOMY KepiBHUUTEI no GMP,
aateepaxeHomy MiHicTepcTBOM OXOPOHM 3A0POB'A YKpaiHK, | 3 BUMOraMy peecTpauiiHoro
AOChE KpaiHW NPU3HAYeHHA

Cepia nossoneHa Ao peanisalii / BinBaHTaxKeHHA 3 27.10.2022

3aTBEpAXKYHO
MNIb: OxoTHikoea T.M.

Mocapa: YnoBHoBaXxeHa ocoba

MianucaHo enekTpPoHHUM nignvcom: 27.10.2022  08:47
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DononHerue 1 k CepTubuKaTy cepuu

10028857

:

e
s

OAPHU

P

CepTtucpukar aHanusa Ne 3

HaumeHOBaHMe NPOAYKUNN: [APOTABEPUH-OAPHULIA, pacTsop Ana uHwekuui, 20 mr/mn, no 2 Mn 8 amnyne: no 5
aMNyn B KOHTYPHO AYEAKOBO ynakoBke; No 1 KOHTYPHOW AYEMKOBOW ynakoske 8 nadke ¢
MapKUPOBKON Ha YKPAUHCKOM U PYCCKOM #3bIKax

Homep cepuu: SK30221 Paamep cepum: 48207 ynax.

Homep perucTpaunoHHoro UA/7468/02/01

yAOCTOBEpEeHUn:

AHanNu3 BuINOMHEH No: MKK NC ot 11.02.2019 k perucTpaumorHomy yaoctoeepennio NeUA/7468/02/01

Pesynerar aHanusa:

Ne n.n. HaumeHoBauue nokaszatensn TpebosaHue HOPMATUBHOW AOKYMEeHTauuwu Pesynwrar aHanusa
1 Onucaxve Mpo3spayHan 3eneHOBATO-XENTAR UMK KENTAA KUAKOCTL CooTeetcrayer
2  Wpentudukauma A. YO-cnexTp nornoweHns ncneiTyemoro pacveopa, Cooteetcrayer

NPUIOTOBIMEHHOTO, KaK ONNCaKo B pasaene "KonvyecTeeHHoe

onpeaeneHue. [lpoTasepuna rnapoxnopus ", 8 obnactu ot

220 Hm fio 420 HM AONKEH UMETL MBKCUMyMbi NOFAOWEHUA NPY

ANVMHAX BOMH (24112) HM, (30212) HM 1 (35322) HM

B. Ha xpomaTtorpamMme UCNbITYSMOro pacTeopa, NoNy4eHHol B Cootsercrayer
pasgene "KonuuecTaenHoe onpeaenexue. 3taHon (96%)", spems

YAGPXVBAHWUA NUKA STAHONA ACMKHO COOTBETCTBOBATL BpEMEHU

YABPXKUBEHUA NWKa 3TEHOMA Ha XpOMaTorpamme pacTeopa

CpasHeHUR _

C. Ha xpomaTorpamme WcneiTYEMOro pacTeopa, Mofy4eHHow & Coorsertcrayer
pasaene "KonuuecTaeHHoe onpeaeneHue. HaTpus

meTabucynbuT’, BpEMR yASPKUBAHWA NUKE HaTPUA

meTabucynsuTa A0MKHO COOTBETCTBOBATL BpEeMeHu

YAEPKUBAHWA NUKA HATPUR MeTabucynbchuTa Ha xpomaTorpamme

pacrsopa cpaBHeHus

3 [pospayHocTs MpenapaT aonkeH BbiTe NPO3PaUHBIM Cooreercrayet
4 llseTnocTs Qkpacka npenapara AonxHa ObiTh HE UHTEHCUBHEE 3TanoKa GY1 Cooreervcrayer
unu Y1
5 pH 30-50 42
6 Wasnekaembiii obvem JonxeH BuIT HE MEHEEe HOMUHANBLHOTO, YKA3aHHOrO Ha 3TUKeTKe CooTvesercrayer
7 Mexanuieckue BKIoYeHns CooTsercraeHHo MKK JIC CooTaetcrayet
8  ConyTcrayioume npumecu NoBon npumeck - He Bonee 0.5 % CooTBeTcTRYeT
Cymma npumecen - e Bonee 2,0 % 05%
9  CrepunbHOCTE MNpenapaT aormxeH BblTh CTEPUNLHBLIM CrepunbHblit
10 BaxkTepuanbHbie 3HAOTOKCHHD! MNpeaensHas KOHUEHTPALUA SHADTOKCUHOB - CooTteeTcTByeT
menee 87 ME/mn
11 KonwuectsenHoe onpeaenexwue 18,0 - 22,0 mr/mn 19,4 Mr/mn
ApOoTasepuHa ruapoxnopuaa
Konuuecrteexnoe onpeaenarue 59,6 - 72,8 mr/mn 63,6 mrimn
aranona (96 %)
KonuuecTeeHHoe onpepenexue  He Bonee 1,1 mrimn 1,0 mrimn
HaTpua metabucynuura ’
12 ¥Ynakoska CoorsetcraenHo MKK NIC CoorsercTayeT
13 Mapkuposka CoorsetcreenHo MKK 1C CooTteercrayet

[ara okoHuaHus cpoka ropHocTw: 02.2024

XpaHenue: XPaHWTL B OPUrMHANbHOW yNakoBKe Npu TemnepaTtype He Bbille 25°C. He 3amopaxusaTh
3aknioveHue: CootsercrayeT Tpebosanusm MKK /1C ot 11.02.2019 k perncTpauvosHOMy YAOCTOBEPEHWMO
NelUA/7468/02/01

[ata noanucaxus: O O3 2024




d AAPHUUR

Anpec 02093, r. Kues, ya. Bopucnonscrag,
Tex./®axc: (+38044)568-32-10 npmmsi[- O 2 8 8 5 7
(+38044)207-73-41 Orgen XORTPOAR Kaue

(+38044) 207-73-04 YNONHOMOWGHHOE JIMUOC [0 KAYeCTBY
(+38044) 207-73-27 YNORHOMOUEHNOS Jaio 1O dapMaxosansopy

Ceptudmkar ceprn nekapcTBeHHOro cpeacTsea

1. HaumeHoBaHue, CUNA

AeNCTBUA/aKTUBHOCTD, NeKapCTBEeHHan

c¢opma U paamep ynakoBKu
(MAEHTHUHO TEKCTY Ha ynakoBke

roToBo# NPOAYKUUM):

2. Homep cepun rotoBon NPOAYKUKK:

3. CtpaHa-npoussoauTenb:

4. HaumeHoBaHue CTpPaHbl / CTpaH
Ha3HaYeHUs ANA cepun:

5. Homep perucTpauMoHHOro
YAOCTOBEpeHUs:

6. flata npou3BoAcTBa:

7. laTta OKOH4YaHUA CPOKa roAHOCTHU
(mecsiy u rog, nocne koroporo JiC He
npUMeHsAeTcs):

8. HaszBaHus, agpeca n HoMepa
NULEH3UIA BCeX y4acTKoB
NPOM3BOACTBA ¥ KOHTPONA KauyecTsa:

9. Ceprudukatnl coorsercTaus GMP
BCeX Y4acTKOB, YKa3aHHbIX B n.8:

10. Pesynurartbl aHanusos:

11. KommeHTapuu:

12. 3anBneHue o ceprucpuxaumnn:

13. Uma u cbamununa
YnonHoMo4YeHHOro nuua, KkoTopoe

OCYLL{OCTBAACT COPTUHUKALMIO COPU:

14. Nognuck YNONHOMOYEHHOTo NuLa,
KOTOpoOe ocyuiecrenser
ceprudimkalio cepum:

15. laTta nognucaHus:

OPOTABEPWH-JAPHULIA
1 MN pacTeOpa COAepPXUT ApoTasepuHa ruapoxnopuaa 20 mr,

pacTBop ANA UHBEeKUuid, 20 mr/mMn
no 2 Mn B amnyne; no 5 amnyn B KOHTYPHOW A4YEAKOBOM

ynakoBke; No 1 KOHTYPHOW AYENKOBON YNaKoBKe B Nadke ¢
MapKWPOBKOI Ha YKPAMHCKOM U PYCCKOM R3biKax

SK30221 Pasmep cepuu: 48207 ynak.

YKkpauHa
Ykpaura

UA/7468/02/01

¢despanb 2021
02.2024

NpoU3BeaeHO, BKMIOYasA ynakosKy/MapKUpOBKY U KOHTPONb
kavecrsa Ha YAQ «DapmauesTuyeckan dupma «apHuua» no
appecy: r. Kues, yn. Bopucnoneckas, 13;

nuuenx3us AB Ne 598086, cauaeTensCTBO 00 aTTecTauuu
na6opatopuit OKK Ne 128

ceptucpukar 035/2019/GMP

npusegeHbl B cepTudukaTe aHanusa (gononnexve 1)

XpaHnTb B OprMHaﬂbHOﬁ ynakoBke npu TemMneparype He sbille
25°C. He samopaxueaTb

3TVM NoATBEPXAAI0, YTO BCE NPOU3BOACTBEHHbIE CTaaun AnA
3TON cepuu roToBoW NpoaykuuM Gbinn Npov3seAeHb! B NONHOM
cooteeTcTBUM ¢ TpebOBaRUAMY, YCTAHOBNEHHBIMU B
pevcTeyrowem pykosoactee no GMP, yreepxaeHHOM
MuHUCTEPCTBOM 34PpaBOOXpaHEHWA YKpauHbl, U C
TpeboBaHUAMU PEruCTPALIMOHHONO 40CbE CTPaHbLI HasHaUYeHUs.

SR PAIPELUEA
OB e AN 3ALMM

o 0 P8 20 ,Z/,»

YAOMHOMOHEHHOE MU0
N/

faaapenko M.B.
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