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Anpeca 02093, M. Kuig, Byn. Bopucninbebka, 13
Ten./Qakc: (+38044)566-58-79 lNpuimanbHa

H u ug (+38044) 207-73-41 Bigdin KOHTPONK RKOCTI
(+38044)207-73~04 YnosHoBaxeHa 0coba 3 AKOCTI
{+38044)207-73-27 YnoeHoBaxeHa ocoba 3 (papmakoHarnagy

(70

U

Ceprndikar akocri / Ceprudikar aHanisy N2 170000020483

1. Haiimenysanua npogykuii: ARPEHAMH-AAPHULA

(HasBa, cuna aiifakTusHicTy, Nikapcbka dopma Ta
PO3MIP YMakoBkM (IBEHTUUHO 4O TEKCTY Ha
ynakosui roTosol npogykii))

2. Homep cepii: AA10423
3. Pozmip cepii 17,583 TyN
4. Kpaina-gnpo6Hux: YKkpaita

5. HaiimeHysaHua kpainu / KpaiH NpusHaYeHHa YkpaiHa

ana cepii:

6. Homep peectpauitinoro nocBifuyeHHA: UA/5272/01/01
7. fata BUpOGHULTEA: 042023

8. MaTa 3aKiHYeHHA Tepminy npupartHocri 04.2025

(MicaUe i pik, nicna skoro 713 He 3aCTOCOBYETLCA):

9. Hasga, appeca T1a HOMepK nigeHzii Bcix

1 Mn po3yuHy mictuTb eniHegpuHy rigpotapTpaty (appeHaniny TapTpaty)
1.82mr; posuuH gna in'ekwiin 1,82mrimn no 1mn & amnyni Ne 10(5x2)s nauui.
MapkyBaHhs ykpaiHcoko Ta pociiicbkoro MoBamu =

BMPOOEHO, BKAIOMAIOUN YNaKkoBKy/MapKyBaHHA Ta KOHTPONb AKOCTI Ha FIpAT

ANbHULL BUPOGHULTRA | KOHTPOMID AKOCTI; «Dapmalestnuna pipma «HapHuua» 2a agpecowo’ M Kuis, BYN. bopucninecoka,
Ceptudikartu signosinHocri GMP scix 13;
AinbHKue: nivensin AB Ne598086;

10. AHanis BukoHanuii 3rigHo:

CBIJOUTRO Npo aTecTallik nabopatopiii BKA Ne 128;

cepTudikat GMP N2 050/2022/GMP

N2236, 3i amiHamu

Pesynbraty ananizy:

MEKA N3 go peectpauiitnoro nocsinuenHa NeUA/5272/01/01 gig 02.03.2017

Ne¢n.n.  Halmeuysanha nokasumka Bumoru vopmartusHol AOKyMeHTaLii Peaynntar ananisy
1 Onunc Mpozopa Gesbapena abo anerxa 3abapeneHa piguHa Bianoeigae
2 InenTudikania A Ha xpomatorpamax BUNPOBOBYRAHOrO PO3UMHY Ta PO34KHY Bianosinae
NOpIBHAHKA (a), oRepxarnX y posgini "Kinskice BUIHaUYEHHA",
HACU YTPVIMYBAHHA NiKa aapeHaniny MaloTs cniBnagaTn
3 lpenTudikavis B AkicHa peakyia Bignoeinae
4 lneHTudixayis C AkicHa peakuin Bignoeinae
5 Mpozopicrs Npenapat mae 6yTi nposopum Bianosigae
<] Konboposicts 3abapeneHHa NpenapaTy Mae 6yTU He IHTeHCMBRILM 32 eTanoH Binnoeigae
BY7 a6o GY7
7 O6'eM, Wo euTArAcTbCR Npenapat mae signosigaty sBumMoram oy, 2917 Bignosinae
8 MexaHqu\LBm&Fb'ﬁﬁH},gw,qMMi BianosigHo fo sumor AMY, 2.9.20 Bignoeigac
wactuyrhi T
9 Me&&ﬂqui@%ﬁxﬁws@d-leswﬁmmi BianoeigHo A0 rumor Aoy, Binnosigae
AN T arana -
1w pHE MuxonaieHa = 30-40 Rif
- eAPFIoY/INH z
11 Ho H ~ He 6inbwe 1,0 % 0,0 %
pﬁipe 5‘481212 R e Ginbl o o
- L= -
12 CrepuifBujcTs uac\" Mpenapat mae 6yt crepn CrepunbHuia
Capy y B
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Mpoposxennn Ceptudikar axocri / Ceptudikar ananizy Ne 170000020483 I“ II"m"Iml”l”l"”""l"””'"" I"

13 Bakrepianohi eHgoTOKCKHN I'paHuuHa koHueHTPayis eHACTOKCUHIB - MeHLe 166 MOimr Binnosigae
afpeHaniny
14 KinekicHe BusnaueHHs agperaniny 1,73 - 1,91 mr/mn 1,79 mrimn
TapTparty

15 Ynakoeka BianosigHo 1o MKA N3 Bignosigae

16 MapkysaHha Bignosigno go MKA N3 Binnosigae

11. KomeHTapi: bes komeHTapis

12. ¥moen s6epirauns: B opurinanbHin ynakosyi npw Temnepatypi Big 2°C no 8°C. He 3aMOPOXKYBaTK. 36e'pi'ram B

HejoCTynHOMY Ans giTeil micuy).
13. 3asBa npo cepTudikayio: Liym MATBERAKYIO, WO BCi BUPOGHUYI CTaqil ana yiei cepii rotosoi npoaykuii 6ynu nposegeHi
B MOBHIW BiANOBIAHOCTI 3 BUMOramMu, BCTaHOBNEHUMU B YHHOMY KepieHuLTEi no GMP,

3aTeepkeHomy MinicTepcTeom oxopoHu 300poB’A YKpaiky, | 3 BUMoramu peecTpauiitHoro
NOChe KpaiHW NpU3HaYeHHA

Cepin pozeonena go peanisauii / BigparTaxeHHs 3 27.06.2023

3aTBeppkyio

MNIB: OxoTHikoea T.M.

Nocapa: YnosHoeaxeHa ocoba

MNignucano enekTporHumM nignucom: 27.06.2023 16:27

LloKyMeHT nignucaHo y cepeici Buacho {nouaTok)
00481212_20230627_Certificate_1 70000020483.pdf

Crop. 232




{+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 170000024473

1. HaiimeHyBaHHA npogyxuii: ANPEHANMH-OAPHALA

(HazBa, cuna fAii/akTMBHICTb, Nikapcbka ¢opma Ta 1 MA poO3UKMHY MICTUTL eniHedpuHy rigpoTapTpaTy (agpeHaniHy TapTpaTy)
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha 1 .82mr; po3umH ana iH'exkuin 1,82mr/mn no 1mn B amnyni N° 10(5x2)B nauui.
YNaKoBLi roToBol NPoAyKLUii)) MapKyBaHHA yKPaiHCBKCIO Ta POCiiCbKOI0 MOBamMK

2. Homep cepii: AA30823

3. Poamip cepii: 5,654 TYI

4. KpaiHa-BupoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJyeHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/S272/01/01
7. Bata supoGHMLyTBa: 08.2023

8. Aara saKiHueHHA TepMiHy NPMAATHOCTI 08.2025

{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 po peectpauiinHoro noceigyeHHa NCUA/S272/01/01 Big 02.03.2017
Ne236, 3i amiHamm

PeaynbeTaTh aHanisy:

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay

1 onuc Mpozopa GezbapeHa abo 3nerka safapeneHa piguHa Bignosinae

2 laeHTUDiKalis A Ha xpomaTorpamax BunpoﬁoByBaHoro PO34MHY Ta PO3UYNHY BianoBsipae
nopieHAHHA {a), ofepaHux y po i F3HaueHHA",
yacu YTPUMYBaHHA Nika agpeHamhiLe rﬂaﬁéb@g \

3 IneHTUdikavin B fiKiCHa peaKuin ' A \’r,v\ Bignosinae

NOKYMEHTIB *\\
4 laeHTUdikanis C AkicHa peakuina 1] ‘\E Bignoeipae
"BaM’ 5

5 MposopicTb Mpenapat mMae 6yTu npo3opiim ; Ma:«/.f' 5,' Bignosigae

B KoneopoBicTb 3afapeneHHA npenaparty mMae r334 TanoH BianoBsipae
BY7 abo GY7

7 Ob'em, WO BUTAraETLCA Mpenapar MaE BignosigaTM BUMOram Bianoeipgae

B MexaquHUm&tltmh,,gnm-lM| BigpnosigHo go eumor 4OY, 2.9.20 Bignosigac

vyactugnd
9 MexaHmHl@mmEBMer@_m BignosigHo oo sumor AdY, 2.9.19 metog 1.B Bignoeigae
HAMHKM  Tetana :
10 pH: MukonaiBHa = 20240 8
- 6 POOY/AMH 2 ] o
11 Hoﬁaip Bag1212 = He 6inbwe 1,0 % 0,0 %
12 CTepw‘I'Bu $c.“‘° Mpenapat mMae 6yTW CTEPUABHUM CTepunbHUiA

cﬂu oy aw
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13 bakTepianbHi eHOOTOKCUHK IpaHWYHa KOHUEHTpaLjifA eHROTOKCWHIB - MeHWwe 186 MO/mr Bignoeigae
afgpeHaniHy
14 KinbkicHe BU3HauyeHHA agpeHaniHy 1,73 - 1,91 mrimn 1,77 mrfmn
TapTpaty

15 YnaKkoeka BignoeigHo no MKA N3 Bignoeigae

16 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomenTapi: Be3 komeHTapie

12. YmoBu 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi Big 2°C o 8°C. He 3amopoxyBaTu. 36epiratu B

HEeQOCTYMHOMY ANA AiTeld Micui.

13. 3anBa npo ceprndikauio: Lum nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIii BiANOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHiCTepcTBOM OXOpOHW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanizauii / BigBanTaxeHHn 3 31.08.2023

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enektpoHHuM nignucom: 31.08.2023  12:40
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JoxymeHT nignucaHo y cepeici BuacHo (nouarok)
00481212_20230831_Certificate_170000024473.pdf
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JokymeHT nignucano y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20230831_Certificate_170000024473.pdf

JokymeHT BignpaBneHo: 12:45 31.08.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

12:45 31.08.2023

€0OPMNOY/IMH: 00481212

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

Yac nepesipku KEM/ELM: 12:45 31.08.2023

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C000077500000

Tun nignucy: kBanigikosaHwin
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