AEPXJIKCIIYIXBA
AEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH ¥ KHIBCHKII OBJIACTI

npocnext Banepis Jlo6anosceioro, 51, m. Kuis, 03110, Ten/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €PTIOY 37078774

BUCHOBOK
Nnpo sIKiCTL BBe3eHoro B Ykpainy JikapchKoro 3acoly

27.05.2021 . Ne 26811/21/10

ECCEHIIJAJIE® ®OPTE H

(ualimMenyBaHus nikapcbkoro 3aco6y 3riguHo 3 PpeecTpauiiimuM nocsiAdeH M)
kancyau no 300 mr Ne100 (10x10): no 10 xancysa y Guicrepi; mo 10 Guicrepis y xaproumiit
KopoOui

(¢opma Bunycky, no3yBaHHs, BUL NAKyBaHHS nikapcekoro 3acoby)
Homep peectpaniitnoro nocsinuenns UA/8682/01/01 crpox aii peectpauiitroro nocsiguenns 01.01.2099
Cepin nikapcekoro sacoby Ne 1K1321 KinexicTe BBeseHoro sixapcskoro 3aco6y 15840

BupoGauk Eit. Harrepmann exnn Caiti. T'mM6X, HiMeauuna

(HaitMenypanug BUPOGHUKA NiKAPCHKOro 3acoGy, kpaiHa NOXOMKEHHS)

Beeseno B Vpainy Togapucrso 3 o6mexenolo BimmoBinansuicTio "CAHO®I-ABEHTIC
YKPAIHA", inent. xon: 35648623

(nattmenyBanns 1a xon 3a €IPIIOY IopuanaHOT 0co6u a6o npizsuwe, iM'a, o GaTbkoBi (iznsHoT
ocoby - nianpuemiy, if Micue npoxuBanns Ta peecTpauifinnit Homep 067ixoBoT KapTKY NiATHHKA
nozatkis a6o cepis Ta Homep nacropra)

IIpoTokon BisyansHoro kontpomo eix 18.05.2021 e 1577/5.

3a pesynbTaTaMH [EpXKaBHOrO KOHTPOIO BCTAHOBJNICHO, M0 JiKapCchkuif 3aci6 BBEseHO B Vkpainy 3
AOTPHMAHHAM BUMOT 32KOHOLABCTBA WOA0 3a6eanedeHniy JkocTi niKapesKuX 3aco6is.
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3agryrinuje AavansHmica, Onexciit COJIOZIPAM
' gnéfba;ﬁéna oc("ib:"zf{opmriy;u (nizmacy (ininiany Ta npizsuiwe)
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En. HatrepmanH eHg Caii T'm6X, HimeuunHa MEPEKNAL

Aapeca: HattepmanHanes 1, KenbH, HopgpeiH-BectdaneH, 50829, Himevyuunsa

Ceptudikar cepil BUpo6Huka:
CepTtudikaT akocTi

Buganun: | 10.03.2021

HasBsa npenaparty: EcceHyiane® ®opre H Cepis Ne: 1K1321
dopma BUNYCKY: Kancynu no 300 mr : :
Tun Ta BUA Ne 100 (10x10): 10 kancyn y 6nictepi; 10 6nicrepis | - o3Mip cepil 48. 852
s . (ynakoBok):
YNaKOBKN: - Yy KapTOHHI# kopobui
firova peyoBuHa: “EcceHuianbhi dhocconinign”® = )
EPL® - cy6craHnuin (ocdoniniau is coeBux .
606iB ((3-sn-chocarnpgun)xonin), aki micTaTs all- flata BurotosneHHs: 05 merare-2021 b
rac-a-toxkotbepon) — 300 mr

Creundpikauia Ne Ta gara: g CMC-CG-2008-01654—EN-7.0 ‘ MpupaTthui go: ciuHn 2024 p.
HaimeHyBaHHA NnokasHukis/ Bumoru MKS (cneundikauii) * Pesynbraty Bunpo6yBaHb

o Henposopa, gosracra, Teepaa kancyna Henpo3sopa, gosracTa, Teepaa

SOBHILUHIH BUFNAA Kancynn KONbOpY XakKi Karncysa Kornbopy Xaki

30BHiILHIA BUrNAA BMICTY Karncynu MacronopibHa maca, cxoxa Ha Meq HaCTononlﬁuaMrgzca, Cxoxa Ha

CepepHs maca kancyn [pu eurnycky, mr 451,4 — 524,6 (488,0) 489,5

CepepaHs maca BMICTY Kancynm _

10U GUIYCHRY. MT 374,6 — 435,4 (405,0) 407,2

OnHopigHicTs BMICTY Kancynu 290% +7,5% . .

pu eunycky 100% + 15,0% ERgsla
PoanapaemicTb, X8 npotsrom 30 15

lneHTudikauis (BEPX)

3-sn-pocpaTuannxonity Ta
3-sn-nizodocaTuannxonivy MoauTtusHa MosutusHa
pu_sunycKy :

Kinbkichnin Bmict (BEPX)

docdoninigis i3 coenx 606iB (CneumdiuHMi KOHTPONb cepii)*

[lpu eunycky, mMr 285 — 315 (300) 299
pu eunycky, % 95 - 105 100
Cyma 3-sn-poccpatuamnxoniny (PC) Ta 3-sn-nisocboccatugunxonity (LPC), eupaxeHa y
surnaai PC
Tinbku 5K BUXiHE 3HAYEHHS ANs
[pu eunyoxy BU3HaYeHHs! HanpwKiHUi TepMiRy npuaaTHOCTI 235
_______________________ lpomszom mepmiHy npudamHocmi 90 — 105% Bif BUXIAHOTO 3HAYEHHS
MikpoGionoriuHa uscroTa BignosigHicTk BUMoram MNepi "
(Esp.Papm. 5.1.8 B; 2.6.31)** €sp.dapm. 5.1.8 B OPIORU{HANA TecT

* cyma 3-sn-ghochamudunxonidy ma 3-sn-n1i30¢pocchamudunxoniHy (supaxeHozo y 8uansdi 3-sn-pocchamudunxonivy), wo
8idnosidae KinbKOCMi CNPagXHL020 POCIUHHO20 Npenapamy (ocgponinidu 3 coeaux 606i8) 8 pocriuHHOMY nikapcoKoMy 3acobi.
** LHocnidxeHHs nposodumbcs nepiodudHo

Ceptudikauiina sasea: Lium s nigTBepaxylo, wo HaBeaeHa iHbopmauis € AOCTOBIPHOKW | TouHol. Lo cepito npogykuii 6yno
BUPOBNEHO, BKNIOYAIOYN YNaKoBKY / MapKyBaHHS Ta KOHTPONb SKOCTI Ha BULLE3ragaHin AinsHUi (-ax) B NOBHIN BignosigHocTi 3
BUMoramMn GMP, BCTaHOBNEHMMW MICLEBUM PErynsiTOpHUM OPraHoM, a TakoX Y signoBigHoCT 3i_cneumdikauismMm 1o
PeectpalliitHoro MocaigueHHs, Wo MICTATLCS B peecTpaliiHoMy A0Cke KpaiHu-iMnoprepa. r.n(-’" OGO

Ya aHanisis 6ynu nepernsHyTi i BCTaHOBNeHo BignoeiaHicTs GMP.

&

Homep Bupo6Huyol niuensit: DE_NW_04_MIA_2020 0002 Big 16.01.2020 L Q{Zr g 5 el
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lpenapam eurnyweno Ans YkpaiHu. Peecmpauiiine noceioqweHHs Ne UA/8682/01/01 Bepcisi wabnony: 1 ®ig 09.03.2020
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JIEPXJIIKCIIYKBA YKPAIHU
AEPKABHA CJIYIKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCBKIN OBJIACTI

npocniexT Banepis Jlobanoscekoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
NPo AKICTH BBE3€HOT0 B YKPAaiHY JIKAPCHKOI0 3200y

22.03.2023 Ne 11356/23/10

ECCEHIIAJIE® ®OPTE H

(HaliMeHyBaHHS JIIKAPCHKOTO 3ac00y 3TiIHO 3 peecTpamifHUM HOCBITUEHHSIM)
kancyau mo 300 mr; Ne 100 (10x10): mo 10 xancya y 6aicrepi; no 10 6JicrepiB y kKapToHHIH
Kopooui

(bopma BUITYCKY, 103yBaHHs, BUJ IAKyBaHHS JIKaPChKOTo 3ac00y)
Howmep peectpauiitnoro nocsinuenns UA/8682/01/01 crpoxk xii peectpaniitnoro nocsinuenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne 3KILLB93DN KinbkicTs BBE3eHOTO Jikapcrkoro 3acoby 36000

BupoGuuk Eii. Harrepmann enn Caiil. 'm0X, HiMeuunna

(naliMeHyBaHHS BUPOOHUKA JIIKApPCHKOTo 3aco0y, KpaiHa HOXO/UKSHHS)

Bseseno B Ykpaiuy TosapucrBo 3 o0mesxeHoro BianosizansnicTio "OIEJLIA
XEJICKEA YKPAIHA", inenr. koa: 43726391

(najimerypauus Ta kox 3a €JIPIIOY ropuanysoi ocobu abo npi3suiie, iM's, 10 6aThKOBI (HizuaHOT
0co0u - mixmpremis, ii MicIie MpOKMBAHHS Ta PeeCTPaALliiHUI HOMep 0011K0BOT KapTKH IJaTHUKA
nojatkie abo cepis Ta HOMEp MacropTa)

Ipotokoa Bizyaasnoro kourposo six 14.03.2023 Ne 0740/10.

3a pesymbraTaMH Jep)KaBHOTO KOHTPOJNIO BCTAHOBJICHO, IO JHKapChKUH 3aci® BBe3eHO B VYkpaiHy 3

AOTPHUMAHHSAM BuMOr 3aKOHOAABCTBA 100 3a0€3M1eYeHHs SKOCTI JIKApChKUX 3ac00iB.
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Ipuna ITAJIAMAP

{iminiany Ta npizsame)




Eil. HatrepmanH eHj Caiii 'm6X, HimeuunHa MEPEKJIA/L
Appeca: HatrepmanHases 1, Kenbn, Hopapeitu-Becrdanen, 50829, Himeuunna
Ceptudikar cepii BUpo6GHHKa:
Ceprudikar axocTi
Bupanuii: © 28.02.2023
Hassa npenapary: Eccenniane® dopre H Cepia No: 3KLB93DN
DPopma BUIYCKY: Kancyau no 300 mr .
; ; ; ; Poswmip cepit
Tun Ta BUJ Ne 100 (10x10): 10 xkancya y 6sictepi; 10 6sicrepis (YIIaKOBOK): 44 208
YIIAKOBKHU: Yy KapTOHHil kopo6ui Y )
Jiro4a peyoBuHa: “EccennianbHi ¢pocdoninian”® =
EPL® - cy6cranuia ((l)occl')ommzlm ! 3 COCHHX Gop1s JlaTa BUrOTOBJIEHHA: 07 ciuna 2023 p.
((3-sn-dpocdarnaun)xonin), aki micrars all-rac-a-
ToKogepo) - 300 mr
Crnenudikaris Ne ta gara: CMC-CG-2008-01654-EN-7.0 [IpupaTHUi KO: Ipyaess 2025 p.

HajliMmeHyBaHHA NOKa3HHMKIiB

Cnenudikanii

Pe3yibTaTH BUNIPOGYBaHb

30BHILUHIN BUIJIAA KaICYyJH

Henposopa, fjoBracra, TBep/a KamncyJjia
KO0JIbOpY XaKi

Henposopa, foBracTta, TBepja
KarcyJia KoJbopy XaKi

30BHILUHIA BUIJ/IAA BMICTY KaIlcCy a1

IMacTonoi6bHa Maca, Cx0xa Ha MeJ,

[lacTonogi6Ha Maca, cxoxa Ha

HalpUKiHLi TepMiHYy IPUJAATHOCTI

Me[|
CepeZiHA Maca KancyJ npu 8unycky, Mr 451,4 - 524,6 (488,0) 489,9
Cepe/iHd Maca BMicTy Kancysnmu 374,6 - 435,4 (405,0) 408,0
npu eunycky, Mr
OaHOpiJHICTD BMICTY KarncyJin 290%+7,5% . .
LpUGUNYCRY 100% +15,0% Bianosizae
PosnazgaeMicTh, XB npotarom 30 13
lnenTudikauis (BEPX)
3-sn-pocdaTHanixosiny Ta
3-sn-nizodochaTHIUIX0IIHY [TosauTHBHA IlosuTHBHA
npu sunycky
Kinbkicuuii BMicT (BEPX)
Docdouninizis i3 coeBux 606iB (crerupivHUNE KOHTPOJL cepil)*
[pu eunycky, Mmr 285 -315 (300) 311
[Ipu sunycky, % 95 -105 104
Cyma 3-sn-pocdaruannxoniny (PC) ta 3-sn-nizopocdaruaunxoniny (LPC), Bupaxenay
Burssazi PC
Hpu eunver TiNbKY 51K BUXi/IHE 3HAUEHHS JJIsT BUSHAYEHHS 238

[Ipomszom mepMiny npudamuocmi

90 - 105% Big BUXiZAHOTO 3HAYEHHS

Mikpo6iosioriuHa yucToTa

BignosigHicTe BUMOram

(EBp.Papm. 5.1.8 B; 2.6.31)**

€sp. Papm. 5.1.8 B

lepiognynuil TecT

* cyma 3-sn-gpocpamuduaxonivy ma 3-sn-nizopocpamudunxonivy (8upascerozo y guzaa0i 3-sn-gpocpamuduaxoniny), wo gionosidae
KIbKOCMI CNpag#cHb020 pocauHHo20 hpenapamy (pocdoainiou 3 coesux 606i8) 8 pOCAUHHOMY ATKAPCHLKOMY 3ACO06I.

** flocaidxcenust npogodumucsi nepioduvHo

Ceprudikaniiina 3agsa: llum g nmigTBepAKyo, 10 HaBeZeHa iHpopMmallid € JocToBipHOW i TouHow. Il10 cepito mpoaykuii 6yso
BUPOGJIEHO, BK/IIOYAO4YH YIAKOBKY / MapKyBaHHA Ta KOHTPOJIb SKOCTI HA BHIe3rajaHii Ainauui (-ax) B moBHIN BignmosigHoCTI 3
pumoramMu GMP, BCTAaHOBJIEHWMH MICIEBUM pETYJATOPHUM OpPraHOM, a TaKOX y BignosigHocti 31 cmenudikanismu go
Peectpauniitnoro [locBigueHHs, o MiCTATBHCSA B PeECTpaLliftHOMY JOChe KpalHU-iMopTepa. [IpoToKo/u BUPOGHUITBA, YIIAaKOBKH Ta
aHasi3iB 6y/iy neper/stHyTi i BcTaHoB/IeHO BignoBignicte GMP.

Homep Bupo6Huyoi ainensii: DE_NW_04_MIA 2021 0030 Big 18.11.2021

IMocapa Ta IM'st BignoiganbHOI oco6u:

Jloktop Amina AnkatyT [Dr. Amina Alkatout], YnoBHoBakeHa ocoba

" Tignwc Ta gaTa

Iidnuc/

28 Jliotoro 2023 p.

Ilpenapam sunywexo das Ykpainu. Peecmpayiiine noceiduenns Ne UA/8682/01/01 Bepcis mwa6nony: 1 Bix 09.03.2020




Eil. HarrepmanH eHp Caiti 'm6X, Himeyunna MEPEKJIA/]
Agnpeca: HarrepmanHnasnes 1, Keasn, Hopapeiin-Becrdanen, 50829, Himeuunna
CepTndikar cepii BUpoGHMKa:
Ceprudikar axocTti
Buganuii: | 22.08.2023
HasBa npenapary: Eccennjane® ®opre H Cepis Ne: 3KLT59D9
Popma BUNYCKY: Kancysn no 300 mr .
: : : : Po3wmip cepii
Tun Ta BUJ Ne 100 (10x10): 10 xancya y 6xaicrepi; 10 6xicrepis K 48 492
vss " (ymakoBoOK):
YINaKOBKH: y KapTOHHi# Kopo6ui
Jio4a pe4yoBuHa: “EccenniaiibHi poconinian”® =
EPL® - cy6cTannis (<l)oc<l-)omm;.m _13 coeBux 606iB T — 31 Jlnas 2023 p.
((3-sn-¢pochaTuania)xosin), axi micrars all-rac-a-
Toxkodepos) - 300 mr
Cnenudikania Ne ta gara: CMC-CG-2008-01654-EN-7.0 [IpupaTHU# fO: YepseHb 2026 p.
HaiiMmeHyBaHHA NOKA3HUKIB Cnenudikanii Pe3y/sbTaTH BUIIPOGYBaHb
D Henpo3sopa, noBracra, TBEpAA Karcysa Hemnpo3zopa, foBracra, TBEpAA
KOJILOPY XaKi KaICcyJia KOJbOpy XaKi
S ; : [MacTonozi6Ha Maca, cxoxa Ha
30BHILIHIN BUTJIAJ BMICTY Karicyau [MacronofiGHa Maca, cxoxa Ha MeJ, MEX
CepefHs Maca KaIcyJ npu 8Unycky, Mr 451,4 - 524,6 (488,0) 486,4
CepeJHs Maca BMICTy Kancyau 374,6 - 435,4 (405,0) 403,7
npu eunycKy, Mr
OAHOPIAHICTE BMICTY Kancyau 290% *7,5% . .
npu 8unycky 100% + 15,0% Bignosigae
Poznagaemicth, XB npotsiroM 30 13
InenTudikanis (BEPX)
3-sn-dpocdaTuauaxosiny Ta
3-sn-nizodochaTuguixosiny [TosuTuBHA [o3uTHBHA
............... npu eunyci
Kinbkicuuit BMicT (BEPX)
®ocdoninigis i3 coeBux 606iB (cnenupiuHUA KOHTPOB cepil) *
IIpu sunycky, Mr 285 - 315 (300) 309
Ipu eunycky, % 95 -105 103
Cyma 3-sn-dpocpatuaunxoniny (PC) Ta 3-sn-nizodocharugunxoniny (LPC), BupaxkeHna y
Buraagi PC
Tou sunvek TiNbKU K BUXiZHe 3HaYeHHd A/ BU3HaYeHHs 234
LlpU sURYCKY HanpUKiHLi TepMiHYy IpUAATHOCTI
IIpomsazom mepminy npudamuocmi 90 - 105% Big BUXiZHOTr 0 3HAYEHHS
Mikpo6iosioriuHa 4YuCTOTa BignosigHicTh BUMoOram IepioanaHHMii TecT
(€Bp.®apm. 5.1.8 B; 2.6.31)** €gp. dapm. 5.1.8 B ploA

* cyma 3-sn-gpocpamudusxoainy ma 3-sn-sizogpocdpamudunxonity (8upascerozo y guaandi 3-sn-gocpamuduaxoniny), wo eionosidae
KizbKocmi cnpagdicHb020 pocauHHo20 npenapamy (docgoainidu 3 coesux 606i8) 8 poCAUHHOMY NIKAPCLKOMY 3aCO6I.
** flocaidsceHHs1 npogodumuvcst nepiodutHo

CepTtudikanifina sagsa: Llum a miagTBepMAKylo, 10 HaBeAeHa iHdopMalis € AocToBipHow i TouHow. Lo cepilo mpoaykuii 6yi0
BUPOG.JIeHO, BK/IIOYAlOYM YNIAaKOBKY / MapKyBaHHS Ta KOHTPOJIb IKOCTi Ha BUIIe3rafaHiil AinsHui (-ax) B noBHil BignoBigHoCTI 3
puMoraMmu GMP, BCTaHOBJIEHHMH MICLEBUM peryjsTOPHHM OpraHoM, a TakoX y BigmosigHocti 3i cmeumdikauismu go
Peecrpaniiitoro I[locBifyeHHs, 0 MiCTATbCA B peeCTpallifHOMY JoChb€e KpaiHU-iMnopTepa. [IpoToko/M BUpOGHHUIITBA, YIAaKOBKHU Ta
aHauti3iB 6y/M neperysaHyTi i BcTaHOBEHO BiimoBigHicTE GMP.

HowMep Bupo6Hu4oi ninensii: DE_NW_04_MIA_2021 0030 Big 18.11.2021

/Hidnuc/
| Nocapia Ta IM'st BiAMOBifa/IbHOI 0CO6H: | Jloxrop Amina AnkatyT [Dr. Amina Alkatout], YnosHoBaxeHa Oggfia—=n
6,\‘.\0';‘,_'\/3,&0
! Mignuc Ta gata 2 CepnHs2023 p.oé;-

10‘*" NMEHTTB

IIpenapam sunyweHro das Ykpainu. Peecmpayiiite nocgiduenns Ne UA/8682/01/01 Bepcia ma6uony: 1 Big 09.



JEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

npoB. Ceitmmunoi Hanit, 3, m.Kuis, 02099, ten/bakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
NpPo AKICTh BBE3€HOr0 B YKPAiHy JiKAPCHKOTr0 3ac00y

21.09.2023 Ne 45841/23/10

ECCEHIIAJIE® ®OPTE H

(HafiMeHyBaHHS JIiKapcbKOTO 3aco0Y 3TiHO 3 peecTpauiifHuM IOCBiTYeHHIM)
kancyau mo 300 mr; Ne 100 (10x10): mo 10 kancya y 6aicrepi; mo 10 6icrepiB y kapToHHi#
KOpoOuIi

(dopma BuITyCKY, TO3yBaHHs, BH] IAKyBaHHI JTiKapChKOro 3acoly)
Howmep peectpamniitroro nocsimaenns UA/8682/01/01 crpoxk mii peectpamiiiroro nocsizuenns 01.01.2099
Cepis mikapcekoro 3aco6y Ne 3KLTS9D9 KinbkicTs BBe3€HOTO JliKapcbkoro 3acoby 21600

Bupo6Huk Ei1. Harrepmann enp Caiti. 'M6X, HiMeuanna

(naiiMeHyBaHHS BUPOOHHUKA JTIKapCHKOTO 3aC00Y, KpalHa IOXOIKEHES)

Baeseno B Yxkpainy TosapucTso 3 00mexenoo sianosinaabuicrio "OIEJLIA
XEJICKEA YKPAIHA", inenr. xon: 43726391

(naiiMenyBanus Ta xox 3a €JIPTIOY ropumirdnoi ocobu abo mpispume, im's, mo 6aTekoBi disumaHOT
ocobu - mimnpremMus, i MicLie IPOXKUBAHHA Ta PEECTPALIHHNIE HOMep OOIIKOBOI KAPTKH IUIATHHKA
HIOJATKiB a60 cepis Ta HOMep [acopTa)

IIporokon Bisyansnore xontpouio Big 18.09.2023 Ne 2914/5.

3a pesympTaTaMH JAEPKABHOTO KOHTPOJI) BCTAHOBJIEHO, IMO JIKAPCBKWEM 3aci0 BBe3¢HO B YKpaiHy 3

JAOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3a6e3IeYeHHs AKOCTi TiKapChbKUX 3ac00iB.

W Ipuaa ITAJIAMAP

(nianwuc) (ininian Ta npissrme)
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