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JEPXJIIKCITYXBA
JEPXKABHA CIIYKBA 3 JIIKAPCLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y M. KHEBI

Byn. Bepesnakisceka, 29, Kuis, 02098, ten./dake: (044) 550-20-55, Ten. (044) 550-23-33
E-mail: dis.kyiv@dls.gov.va, Kog EJPTIOY 37079055

BUCHOBOK
npo sikieTs BBe3eHOro B YKpailny Jikapenkoro 3acody

27.06.2019 Ne 41899/19/26

CHIATPA

(HaitMeHyRanHR NiKapesKoro 3aco0y arinmo 3 pecerpauiiinud MOCBIAYSHHAM)
TabMeTKy, BRPUTI MW1iBKOBOIO 060J0HK0I0, N0 100 Mr; mo 1 TabaeTni y 6aicrepi, mo 1 Gicrepy
B mauini

(dopma BHIYCKY, O3yBAHHSA, BHA NAKyBaHHA Aixapcskoro sacoby)
Homep peectpauifizoro nocsimenns UA/17197/01/02 crpox aif peectpaniiinoro noceimsenun 11.01.2024
Cepi nixapcexoro sacoSy Ne F88333 Kinskicth BBE3€HOTO Nikapchkoro 3acoby 26666

Bupobumk Axragic JlTn., Manera
(uafimenyBaHus BHPOOHUKA JKAPCLKOTO 3200y, Kpaita NOXOLKEeHHS)

Beeseno B YkpaiHy IlpupaTne axnionepue Toapucreo ""PapmanesTuuna dipma
" Hapuuus', ixenr. xog: 00481212

(uaiMenynaxns Ta oz, 3a €JIPTIOY wopuantnoi ocobu abo npisaume, iM's, 1o Garwkosi ¢izuusol
0co6¥ - ninnpuemMus, 1T Micue NPOXUBAHHA Ta peccTpauifinnii Homep 06nixoBOT KAPTKH IIIATHHKE
nopaarkis abo cepin Ta HOMEP NMacnopTa)

TipoTokon Bizyaabroro xontposo six 27.06.2019 X 3205/3.

3a pesynbTaTaMH  AEPX r0 KOHTPOMO BCTAHORNGHO, W0 Jikapchkufi 3aci6 BsBeseHo B Ykpaiwy 3
JOTPUMaHH4 m?icm \BCTRA L0JI0 3a6e3neueHis AKOCTi Jy‘l@ﬁcuux 3aco0iB.
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M. XosogeHko

. (nigmnwc) (ininjann Ta npissuine)
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A& Angpeca 02093, M. Kuie, syn. Bopmeminsenxa, 13

. Tenm./®axc: (+38044)568-32-10 NpwinMannxa
(+38044)207-73-41 Binnin xonTpomw sixocwi
(+38044)207-73-04 YnoexoBaxena ocofa 8 sxocri
(+38044)207-73-27 VYnomuomamena ocoBa 5 dapMaxoHaRsopy

Ho3asin Ha sunyck (peanisadiio) cepii nikapckkoro 3acoby

1. HalimeHyBaHHA, cuna AillaKkTUBHICTD,
nixapceka doopma Ta po3Mip YNaKoBKu
(ineHTMYHO TeKkCcTy Ha ynakoBLi roToBol
npoaykuii):

2. Homep cepil rotosol npoaykuil:

3. Kpaina-BupooHuk:

4. HaiimeHyBaHHS| KpatHu / Kkpaiu
NPU3HaveHH:A gna cepii:

5. Homep peecrpauiitHoro noceigueHHs:

6. Oara eupobHuuTBa:-

7. Data 3akiH4eHHa TepMiHY NpuAaaTHOCTI
{micaub i pik, nicna sikoro N3 He
3aCTOCOBYETLCA):

8. Haasa, agpeca ra HoMepH NniUeHsIN
BCiX AiNAHOK BUPOOGHULITBA | KOHTPOSIO
siKoCTi:

9. CepTudikatu signosiaHocTi GMP Beix
RINAHOK, 3a3HaYeHnx y n.B:

10. flaTa ceprucpikaTa AKocTi cepil
nikapckkoro 3acoby, BugaHoro
BUPOOGHUKOM, YNIOBHOBaXeHa ocoba
SIKOTO Hapae AO3BIN Ha BURYCK cepii
nikapcbkoro 3acoby:

11. Homep Ta gaTa BUCHOBKY Npo fKicTL
BBE3eHUX NikapchKnx 3acobin:

12. 3asBa npo ceprudikauito:

13. Mpissuwe,ividianu Ta nocana/ssaxHsn
ocobi,fika BuAana Qo3sin Ha BUNYCK
cepii:

14. Mignuc ocobu, Aka fana Ao3.in Ha
BUNYCK cepii:

15. [1aTa nianucaxun: Qf/@f / /ﬁ

Cunarpa, TabneTky, BKpUTI NNIBKOBOK 0BOMNOHKOI0, No
100mr, no 1Tabnetui y 6nicrepi ;no 1 6nicrepy y nauwi

F88333
Manbra
YkpaiHa

Poamip cepil: 26666 ynak.

Ne UA/17197/01/02

BepeseHs 2019
03/2022

BUPOONEHO, BKMIOYAKUN YNakoBKY/MapKyBaHHsA Ta
KOHTPONb AKOCTI Ha AxTasic lta. BN1IB015-016, Bynebenn
IHfacTpian Ecreiir, 3eiityn 3TH3000;

Homep niuexsii-ML 001

ceptudikat GMP: MT/031HM/2018

23.05.2019

Ne41899/19/26 sig 27.06.2019p

Lum nigreepaxyio, wo sei BupoGHuYi cTagiil ans uiel cepil
roTosoi npoay«xuii 6ynu npoBeAeHi B NOBHIA BiAMNOBIAHOCTI
3 BUMOramu, BCTAHOBMNEHUMY B YHHOMY KepiBHUUTBI No
GMP, aatBeppkeHomy MiHICTEPCTBOM OXOPOHU 3A40POB'A
Ykpainw, i 3 BumoraMm peecTpauiiHoro A0Che Kpaitu
npu3HaJeHHs

Minierko B.O./ HauanbHUK Bigdiny KOHTPOMIO AKOCTI
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Pepakuyia 01

Cepmudpikam sidnosidHocmi

BamosHnK: Aaprmis Yipaina
KpaiHa imnopTy: kpaTHa
MED 3AMOBNEGHHAS 0183
a38a NPOAYKTY 3aMOBHMKA: ICAAIATPA 100 mr
a3ssa npoayxTy Actavis: denafil 700 mg
(laxysasnsHui matepian: Mauka KapToHHa ~ kop, | pegakuin: 1035363-01
HCTPYKI(IR AAA MEAHYHOIO 3aCTOCYBaHHA - KOZ | pepakuia: 1035366-01
Abra - Kog i pegakyin: 1035368-01
Homep cepif supobrmyraa:
Homep cepll ynakosru: 333
oMep cepil 3amMoBHHKa: 333
Cneuymdikayia Ha rotosy npogykigino / _SILD_O7
pepaxuia :
HaAITHUH] METOAM Ha rOTOBY NPOAYKLIO: P_SILD_06
KapCoKa GOpMa: ' A6neTri O Kancynu
03MIp yNAKOBRM: tTabnetka WM YNaKOBKM: I Bnicrep
: D Hepo3idacosaHa
Ta BUpobHMLTBA: 03/2079 [Aata 3aKiHYeHHA Tepminy 0372022
‘ . . NPUAATHOCTI:
ANpaBAeHA KINLKICTb! 26 665 ynaKkoBru oMep peecTpalinHoro A/17197701702
: noceiavexHn:
AineHuua BupobSHMLTBa Hepo3adacoBaHol Axrasic IIuT.B‘IIBm 5-016 - 0 [He:
npoaykuil Ta kowTpOAID AKOCTE: Synebenn lngacrpian Ecreir He 3aCTOCOBYETLCA
3eiryn 3THI000 Manbra
Homep Aiuenaii: ML 001
GMP : MT/031HM/2018
ATnbHMuA ynakosxu: B Axrasic irg. BAB015-016 7 IHwe:
Byne6ent lugacrpian Ecreirr He 3aCTOCOBYEThCR
3eiiTyH 3TH3000 MasuTa
. Homep niyenail: ML 001
GMP : MT/031HM/2018
rlouel-rrapi:

1.

3,

Linm 8 migTBEpPANYI0, WO BMIGe3ranaHA RApTiA, BRAKYAIYM NPOMDKHE Ta aKTHBHE pedonunK, Gyna nepefana 3aMoBHHKY. 3aMOBHMR
wece signosigansHicTs 3a ocraTouHmi BHNYCK HA PMHOK. Npoaykr Gys signpasnexmi 40 MiCUA, BKA3AHOID JAMOBHHKOM.

Lism 2anznamw, wo 3assavexa suuwe iHgopmaia ¢ AoCTOBIPHO Ta TOUHOW. Lin ceplin Syna BHroTonneH, BKAKUAINH YNAaKoBKy Ta

“Kotmposis - sioctl WA emuedraganlit  alaewuyl  (Alnewmuax), ¥ rosmwii slgnosignocr! go  aumor GMP  micuesoro

perynwioqore opraHy va cneuudixanieo y voprosii alyensii kpain-imnoprepa. fpunucani apxisni 3paskn Syam eipiSpani i
3bepiraicTocn B TOB "ANTasic™ woHalMeHILe NPOTArOM 0HOrO pory nican 3akiHueHHA Tepmity npuaartocT npogyxry,

3ammcu 14040 BMPOGHMITEA, YNAKORKM T2 aHanlsy 6ynm nepernaxyt! ra muaHaui BipnoBigHMMM 4o GMP va Texuiunol yrogm, Bei
ACKYMeHTH 3BepiraTuMyTbcs 8 TOB “Axrasic™ wjoHalimenwe npovarom OAHOro poity nicns 3aKiH4YEHHH TepMimy npuaatrocr
ApoayKry.

Yu 6ynu cytTesi Biaxunenna sl espoSuuucro npoyecy, 3a3HaveHaro y vexniuniii yroai wono npopyxry

B Hi o Tax (avb. xoniio npo siaxunenns / signonigumii 3siT)

Buutesragana naprin mae enementm Seaneky signosigno Ao Esponelicono’ AvpexTren npo ¢anbcn¢1xpﬁay_i nikn 2011/62 / €C.

B Hio Tax ;"

e

3aBeaneuennn axocyl: Corinne Lagana YO im's: Kevin Mallia

Bava: 22/05/201% Aara: 23 rpasHa 2019
Nianmc 3a6eanevetina axocri: YO nignuc:

1001639
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CEPTUQIKAT AHAM3Y

Mpoaykr: Sildenafil 100 mg
Homep cepll BipoSumyTEa; P71398 Homep cepii ADI: RP1833, RP1832
Poamip cepii: $88 000 rabnerok Hassa nocravansrima AGL:  Mylan Laboratories Limited
Tectn Cneundlxayli Peaynstaty
Tabneriu 6naKHTHOrD KONKOPY, 17.0 x 8.5 MM eninTusnol cdopmu,
1. Onuc Tabnetox ABoONYHA, BRPHTI nniBHOBOK ofonoHKOW, 3 rpasipyeanHam Bianominac
«SL100» wa oauili 1 cropii.
2. jgewdikayin .
Cnngenadin uyrpar: BEPX: YacH yTpuMyBaHHA 0CHOBHOTO niKy Ha Xpomarorpamax .Bi .
Anoaigac
BUNPOGOBYBAKOrO PO3NMHY § PO3UMHY NOPIEHANHA, OTPUMaHUX AK
onHcato o poagini «Kinnkiche sManauenns», cnisnagaors, : )
BEPX-AMZ: YO-CnekTpM NOrMMHAHHA  OCHOBHOrO niky Ha
XpOMATOrpaMax BHnpoGoBYBaHOra POaumHy | poaunny nopiBMamms, Bignoeigae
OTPHMAHKX Ak onucaHe B po3ginl «KinekicHe BusHAYEHHA»,
cnienagaioTh.
BapehuKku: 3aGapa/ieHHA Biq OPAHIKEBOro 40 YEPBOMGIO NICAA AOZABAHHA BOAHIO
Turauy piokcHa: NePOKCHAY RO 307U cnaneHmx TabneroK, NONepPesHLo PO3YMHEHIH
¥ poaunni amoniio cyandary Ta cipuanbii kuchort. Bianosipac
i'u::.rouapuiuy anmoMikieBui Y®-cnentp noaMHeH Mati MaKCHMYM 38 AoBXMEH xBNAL Gan3bio 610 M.  Bignosigae
3. Cepearin maca rabnetim 503.9 Mr - 556.9 mr 531,53 mr
4. Opgropigmictb Macu Bignosigae Ph, Eur. 2.9.5 Bignosipae
5. Poanaganun Bianomigae Ph. Eur. (2.9, 1); ne Ginbwe 15 XBMAHH 7 xBUNMH 40 ceKyHp
6.  Cmpauicrs Bianosigac Ph. Eur. {2.9.7); e 6innwe 0,3% o%
7. Criikicie go posgasacsarHs Bin.noniaae Ph. Eur. (2.9.8); He mere .50 H Cepeane: 179 H
MiH: 147 H
Makc: 201 H
s.  OaMoplanicrs gosoanmx Bignopigae Ph. Eur, (2,9.40); AV 5 15 AV:2.2
opuunyb (sapiayin mack) : :
9.  Hinewiche BuaHauenns 95.0% - 105.0% aig, aaanavenoro ua ynanoeyi (95.0 mr - 105.0 Mr) 97.9Mr  97.9%
10.  Cynpoeigni gomixm * Bype-akoi gomiuns - e Ginbwe 0.2% <0.10%
{nopir suirysansux 0.1%)
= Cyma poMiwok - He Ginbwe 0.5% <0.10%
1. PosumHenna Bignoeigae Ph. Eur. (2.9.3); Cepeave: 96.6%
Q=75; we Menwe 80% 3a 15 xeuand Miw: 77.5%
Maxc: 102.6%
Bianonigae S2 piavio
12.  MinpoSionoriuna uucrora Bignoaigae Ph. Eur. Bignosigae
« Jaranswe uucno aepobhmx mikpoopranismis {TAMC) He Glhswie 10 KYO/T 0 KyO/r
* 3araneue uucno apingroeux i nafcuasmux rpu6ie (TYMC) He 6inbwe 10% KYO/r 0 KYO/r
« Ecolj Blacythicrs BiacyTui

fipumimea: ¥ COA nosidomanemuca mimie npo aukonani mecmy
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Corinne Lagand
Jabesnesennn axkocti
Aara: 03/05/2019

Yroeuopaxncena Ocoba
Afara: 6/5/2019
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