ZIPSEN

BODVP IMICEH IHAYCTPI

Pio Ete Bipron

28100 JIPBO, ®paniis

Ten : +33(0)2.37.65.46.00

Kontponena cepis:

Howmep cepii IIICEH:
Jlata BUrOTORJICHHS:

Tepmin npuaaTHOCTI:

CEPTH®IKAT AHAJII3Y/BUNTYCKY

040000254499 Kon matepiamy: 1038313
T18530 HalimenyBaHHA NponyKTy:
TAHAKAH®
07/10/2020
Jlikapchka dopma:
30/09/2023 Tabnerku, RxpUTI 0OONOHKOIO

S/"_

Jinenszist Ha supoSHMITEO: MM19/133

Creundixarnia: 032355/13.0
[Tpouenypa: 32134/19.0
Moxaznuik sxocTi MeToau KOHTpOTIO Coenndirauis PesyanraTu Onunuusg
3ATATBHA XAPAKTEPHCTHKA
Kpyrai asoonywi tabnersu, BKpHT
060101 K0I0 TEMIIO-YCPROHOTO
Omuic BizyansHo KonLopy. Ha 3nami aapo mae critio- Binnoninae /
KOpHHHEBHI KOJIp Ta cneundivimni
3anax
INEHTHDIKANLA
[namu, oTpumani id BuiipoOYBaHOTO
[X po3tMily, 32 KOJILOPOM i MONOKEIHIO Blmosinue /
Cinkro 6iro6a BiJUNOBLAIOTE TUISM, OTPUMAHUM JUIs
CYXHMH eKCTpaKT CTAHJIAPTHOTO PO3UHHY
(EBR76L Xpomarorpama BUIIPOGYBAHOIO
BEPX po3uMHy  BIINOBILAC XpomaTorpami Binnosinac /
CTaHIAPTHOTO PO3UMHY
BHIIPOEYBAHHA HA FPAHHYHHH BMICT
Cpeas maca ERrponeiichka 247.7 - 273,70MI‘ 258 3 r
(papmarxones (2.9.5) 260.7 mr+ 5%
3 20 rabnerox He Oinmsme 2
o Capongeiichka BIAXMIMIOTECSE Bij CEPEAHROTO
Oyuopiniicts macu dapmakones (2.9.5) | 3uasemns macu Oinplue Hix Ha = 5% Bianosinae /
Ta KOJMHA 3 HUX HE BIINMISErncs
Oineuic nix Ha + 10%
Teer poznajsanus EBponeiichka <30 Binnosinae Xa

(hapmakones (2.9.1)

Dx. onr/ 3258 01 15 02,7 1




SIPSEN

Jiuensin Ha supobuunTso: MM19/133
BO®VYP IIICEH IHAYCTPI :
Pio Ete Biprox
28100 IPBO, ®panuis
Ten : +33(0)2.37.65.46.00

CEPTU®IKAT AHAJII3Y/BHUITYCKY

KonTponsHa cepia: 040000254499 Kon marepiany: 1038313
Howmep cepii IITICEH: T18530 HalimenyBaHHs npoaykTy:
TAHAKAH®
JaTa BUTOTOBNCHHS 07/10/2020
Jlikapcbka dopma:
Tepmin npupaTHOCTI: 30/09/2023 Tabnetku, BkpuTi 00010HKOIO
Creundirantis: 032355/ 13.0
[Ipouenypa: 32134/19.0
[loKA3HUKH sIKOCTI MeToau KouTposo Creundirxauin PeayanTaT Onunnns
Mikpodionozivna wicmoma (mecm nepymuiini)
3arankHe 4YHcio
AHTTESIATHHX
acpobunx w108 He nposojmnnes KYO/r
MIKpOOPTaHi3Min
(TAMC)

3arannie 9HcioapiKk
JIAOBUX Ta LBUICBHX < 10%

rpubis (TYMC)

He nposojunucs KYO/r

Cridiki go i

€rpornelichka

KOBYHHX KHCIOT Dapmaxonen (2.6.12, <102 He nipososmnucs KYO/r
rpaM-HeraTUBHi 2.6.13,2.6.31)
Baxrepii
Escherichia coli Bigcyrnicts /1 ¢ He nposojianucs
Satmonella BigcyrHicrs /25 T He npososivancs
KIJIBKICHE BU3HAYEHHS
Plukroiinota 37.0 - 43,0 mr/ B cepeniboMy Ha Wi L
CyXHit eKcTpaKT BEPX Tabnetky _ 38.8 CPe/IHLOMY HA
- 40,0 mr/ B cepenubomy Ha tabnerky £ P
(EGb 761) s TablIeTKy
1.5%
Bucunosok: Cepis Bijinosinae
Mipnmc: /M Tramn/
Buaano; /midnue/
Hara: 13.11.2020 JL TTITHOJ

3aTBEPILKEHO:
Hara: 13.11.2020

Binorinaisiuii 3 KONTposo sKocTi




SIPSEN

Jlinenzis Ha BupobuunTro: MM19/133
LO®VP INICEH IHIVCTPI

Pio Ete Bipron

28100 IPHO, dpaniis

Ten : +33(0)2.37.65.46.00

CEPTH®IKAT AHATII3V/BUTNIYCKY

Konrponnua cepis: 040000254499 Kon matepiany: 1038313
Homep cepi? ITICEH: T18530 HafiMeHyBaHHA nponykry:
TAHAKAH®
JaTa BUTOTOBNEHHS: 07/10/2020
Jlikapchxa dopma:
Tepmin npuaarnocTi: 30/09/2023 TabneTku, BKpUTI 060I0OHKOO
Crneundikawis: 032355/ 13.0
[Tpouenypa: 32134/19.0

Homep peectpauiithoro nocsiguenns: UA/9822/01/01

Cuna nii / AxtuBHicTh: 1 TabneTka MicTHTb: Aitoua pevosuHa: ['inkro 6i06a cyxuii excrpakt (EGb 761) 40 mr
Posmip Ta Tin ynakosku: no 135 tabnerok y Bnictepi, no 2 Gnictepu y kaprouuiil kopo6iii.

Pozmip cepii: 40 000 ynakosok

Komenrapi: [ He sacrocoByerses

O KomenTapi, 3a HagBHOCTI:

3asipa npo cepTUdikaniio

LM 3acsiauyio, Lo HaBenena auile iHopmallis e JocToRipHoIo Ta TeuHow. Lio cepiio npomykuii 6y10 Bupobneno
(BKIIOUAIOUH NAaKyBAHHA/MAPKYBAHHA Ta MPOBEASHO KOHTPOJIL il AKOCTI) Ha BUuIE3azHaueniii AbIMIL Y MOBHIi
sinnosinnocti 3 BuMoramu HBII, BCTAHOBEHMMM MICLEBUM pEryJsTOPHMM OPraHOM, @ TAKOX BIAMORINHO 10
cnenudixauii, wo MicTATLCA y peecTpauliliHoMy Aocke kpalHH-imnopTepa. [IpoTokonu BUpoOHHIITRA, NAKyBaHHA Ta
aHanizis Oyno neperfasHyTO Ta BCTAHOBIEHO BiINOBIAHICTs BuMoram HBIT.

Cepis Burnymena

INpizeuile Ta nianuc YnosHosaxeHoT ocobu
Hata nignucanns 17.11.2020

/Tanm/

P. Manaper-Auapiac

/nionuc/

Honaerses: ceprudikar aHanizy




'

JEPHIINKCIIY XBA
JEPKABHA CJIYKBA 3 JTIKAPCbKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMHU ¥ KUIBCHKINA OBJIACTI

npocniekT Banepis Jlobaunoscnkoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,hitps://www.dls.gov.ua, Kop €EPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOro B YKpaiHy JiKapchbKoro 3acoby

10.03.2021 Ne 9200/21/10

TAHAKAH®

(HaliMeHyBaHHA NiKAPCEKOTO 32000y 3ri/IC 3 PEECTPALIHHIM NOCBI ATCHHSM)
Ta6xeTKH, BKPATI 06010HK010, N0 40 Mr, o 15 Tabaerox y Guicrepi; mo 2 Gicrepu y
KAPTOHHiH KopoOIi

(dhopma BHTyCKY, AO3YBAHHS, BU/L NAKyBaHHA Aikapcykoro sacoby)

Homep peectpauiitnoro nocsimaenns UA/9822/01/01 crpox aif peectpauiitioro nocsinueHHs 01.01.2099

Cepis nikapebkoro 3acoby Ne T18530 Kinbkicts BBe3eHOTrO Nikapcskoro 3acofy 520
Bupobuuk BEO®YP ITICEH IHAYCTPI, ®pannis
{attMenyBanHs pupofHIKa NiKapchkoro 3acoby, kpaila MOXOKEHHS)
Beeseno B Yxpainy CrifbHe yKpaiHCHK0-eCTOHChKE MAPHEMCTEO Yy GopMi TOBAPHCTBA
3 oGMekeHoI0 BianosinanapuicTo "Onrima-®apm, JITA", inent. koa:
21642228

(naiivenysanns Ta kox 3a €JIPTIOY 1opuamHol ocobu abo npiseuLte, iM'st, o GathkoBi Pisnunol
ocoBu - mianpuemus, i Micue IPOXKHBAHHA T2 peetrrpaulmmn HoMep 00IKOBOT KAPTKH NIATHHKA
nozaTkis abo cepid Ta HOMEp [acnopra)

lporoxon sisyansuoro konrpoo sia 02.03.2021 Ne 0552/1.

3a pesynbTaTams [JEpKABHOrO KOHTPOMIO BCTAHOBNEHO, WO JHKAPCHKHH 3aci6 BBezeHo B VYKpaiHy 3

JOTPHMAHHAM srmMor 3aK0OHOAABCTBA OO 3a6e3neyenHa gxocTi Jikapchkhx 3acobis.

LPA Iy
3“'“‘ KGHTPO):,"J

3acT, é}gﬁt fx}aﬁ%‘#ﬁf@

Onexciit COJIOJIPAN

(ininianu Ta npi3BHLIE)




A6

JIEPHJTIKCITY KBA
JEPKABHA CJIVIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPO.IIO 3A

HAPKOTUKAMMU Y KUIBCBKIA OBJIACTI

npocnekt Banepia Jlobanoscwkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
Npo siKiCTh BBE3eHOro B Y KpaiHy JIikapchbKoro 3aco0y

16.04.2021 Ne 18333/21/10

TAHAKAH®

(HaliMeHyBaHHA AIKAPCLKOTO 3aco0y 3riHO 3 peecTpallifHUM NOCBiAMEHHSM)
Ta0JIeTKH, BKPHTI 06010HK010, 110 40 Mr; 10 15 Ta6JieTok y Gicrepi; mo 2 OJticTepn y
KAPTOHHIl KOpooOLi

((hopma BUIyCKY. 103yBAHHS, BHL NAKYBAaHHS JIIKAPCLKOTo 3acofy)

Homep peecrpauiiitoro nocsiguenns UA/9822/01/01 crpok nii peectpauiiinoro nocsixuenns 01.01.2099

Cepis nixkapcskoro 3acoby Ne U01137 KinbkicTh BBe3eHOro nikapcbkoro 3acoby 780
BHpoGHHK BO®VP ITICEH IHJIYCTPI, ®pauuis
(HaHMEHYBaHHA BUPOOHHKA NiKapchKOro 3acoby, KpaiHa MoxoaKeHHs)
Beeseo B Vipainy CuoiibHe YKpaiHchiK0-eCTOHChbKE MAMPHEMCTBO Y GOpMi TOBapHCTBA
3 00mezkeHoI0 BinnoBigaabHicTio ""OnriMa-Dapm, JIT", ixenr. xoa:
21642228

(HaiiMenysanng Ta koa 3a €JIPIIOY opuanunor ocobH abo npizeuie, iM's, no Garbkosi Giznunoi
0co0H - NiANpHEMUS, T MiCLIE POKHBAHHS TA peecTpauifHnii HoMep 06/IiKOBOT KapTKH MJIaTHHKA
nojarkis abo cepis Ta HOMEp nacnopra)

Mporokoa Bisyansnoro kontposio sig 08.04.2021 Ne 1106/1.

3a  pe3yjbTaTaMu  €PKABHOTO KOHTPOJIO BCTAHOB/IEHO, IO JIKApchkuil 3aci6 BeeseHo B Ykpainy 3

AOTPHMAHH

K P A FH
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HMOT 3aKOHOAABCTBA LO/10 3a0e3nedeHna AKoeTi NiKapchKHX 3aco0iB.

Sacfy s@? kG L Onexciii COJIOJIPAT
dt@‘** qcpg?g;‘ ; ﬁ"'aﬂi* 0 KOHTPO.TIO) (r;?nr;c) i (IHIUWianK Ta Npi3BHILE)



ZIPSEN

BO®YP ITICEH IHAYCTPI

Pio Ere Bipron

28100 APBO, dpanuis

Ten : +33(0)2.37.65.46.00

Komntposena cepis:

Howmep cepii ITICEH:
JlaTa BUrOTOBJICHHA:

Tepmin npunatHocTi:

Crnewugixawis:

[Ipouemypa:

CEPTHU®DIKAT AHAJI3Y/BUITYCKY

040000260311 Kon marepiamy: 1038313
U01137 HaiiMeHyBaHHA NPOAYKTY:
TAHAKAH®
20/01/2021
Jlikapceka opma:
31/12/2023 TabneTku, BKpUTi 000NOHKOIO

032355/14.0

32134/19.0

Jlinenzia va supoOHUITTRO: MM19/133

Toxazuuku akoeri | MeToau KoHTposo Cnenndikanin PesyapTaTn Oanmius
3ArA/IbHI XAPAKTEPHCTHKH
Kpyrni asoonywni tabnetkn, BKpHTI
06010HKO TEMHO-4EPBOHOTO
Omnue Bizyaneno komsopy. Ha 3mami sapo Mae ceitio- Bianosinae /
xopuuHeBMit Komip Ta crmenndiuHuii
3anax.
INEHTHOIKALIIA
ITnamu, oTpuMaHi i BHNPoOYBaHOTO
TIIX PO3YHHY, 32 KONLOPOM i [MOJIOKEHHIO Hinmmsine /
[iuxro 6iio6a BiAMOBIJAIOTE TINAM, OTPHMAHHM LN
CYXHUif €KCTPAKT CTAHJAPTHOTO POFYHHY
(EGb 761) Xpomarorpama BHIIpOOYBaHOTO
BEPX pO3vYMHY BiANOBimae Xpomarorpami Binmosizae /
CTaHAAPTHOTC PO34YHHY
BHIIPOEYBAHHSA HA FPAHHYHHI BMICT
€ap. Qapm. (2.9.5) 247,7 - 273,7 mr
Ce ; 257,1 :
PEah 260,7 Mr = 5% r
3 20 Tabnerok wme Oimpme 2
oo €ep. @apm. (2.9.5) | BiAXHNAKOTBCH B CepPeIHBOTO
OnnopinkicTs Mach 3HAYEHHsA MacH Oinbme Hix Ha = 5% Bigmosizae /
Ta 3KOJAHAa 3 HHX HE Bi,[l,XHJIﬂCTbCﬂ
6inpie Hix Ha = 10%
Tect posmanansa €ep. dapm. (2.9.1) <30 Binnosinae XB

o ad 1 1514 &»“j DY DU, 4P
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BO®YP ITIICEH IHAYCTPI
Prwo Ere Bipton

28100 APbO, Opanuis

Ten : +33(0)2.37.65.46.00

KonTtponeHa cepis:
Howmep cepii IIICEH:

Jlata BHrOTOBJNEHHS:

Tepmin NpuaaTHoOCTI:
Creuudikaris:

[Ipouenypa:

SIPSEN

Jlinen3sis na pupobuuLTBo: MM19/133

CEPTUDIKAT AHAJII3Y/BUIIYCKY

040000260311 Kon matepiamy: 1038313
U01137 HalimenyBanuas npoaykry:
TAHAKAH®
20/01/2021
Jlixapceka dopma:
31/12/2023 TabnetkH, BKpUTI 000NOHKO0

032355/14.0

32134/19.0

IMoxa3znuku axkocri

MeTtoau konuTpoo

Crneundikanis

PesynsraTtn

Onuunua

Mikpobionoziuna yucmoma (mecm Hepyruin i)

3aranpHe THCIO
HHTTEIAATHHX
aepoOHuX
MiKpooprauismis
(TAMC)

3aranene qucno

APIKIKOBHX Ta

UBiNeBUX rpubin
(TYMC)

Cridixi no nii
WOBYHMX KHCIOT
rpaM-HeraTHEHi
fakTepil

Escherichia coli

Salmonella

€Bp. Papm. (2.6.12,
2.6.13, 2.6.31)

<108

He nposomumcs

KYO/r

<102

He nposogunucs

KVO/r

<102

He nmpoBoaumcs

K¥YO/r

Bimcyrhicts /1T

He nposogunics

Bincyrnicts /25 1

He npoeoaunucs

KLIBKICHE BU3HAYE HHSI

I'inkro 6inoba
CyXuit eKCTPaKT
(EGb 761)

37,0 - 43,0 Mr / B cepeaunoMy Ha
TAONETKY
40,0 Mr / B cepenHbOMy Ha TAGIETKY £
7.5%

388

Mr/B
CPEAHBOMY Ha|
TabneTky

Bucnonok: Cepis eignosigae

Iiamuc:

Bugano:

JHara: 24.02.2021
3aTBepmKeHO:
Jara: 24.02.2021

Alltammn/
/nionuc/
K. TTouiy

BinnopizansHuii 3 KOHTPOMO SKOCTL




ZIPSEN

Jliuensis Ha BUpobOHUUTRO: MM 19/133
BO®YP ITICEH IHAYCTPI

Pio Ete Bipton

28100 APBO, ®panuia

Ten : +33(0)2.37.65.46.00

CEPTH®DIKAT AHAM3Y/BUITYCKY

KoHTponeHa cepis: 040000260311 Koa matepiamy: 1038313
Homep cepii ITICEH: U01137 HaiimeHyBaHHS NPOIYKTY:
TAHAKAH®
Jlara BUrOTOBIEHHS: 20/01/2021
Jlikapceka (opma:
TepMiH IpUAATHOCTI: 31/12/2023 Tabnerkn, BKpUTI 000MOHKOIO
Cneundyikauis: 032355/ 14.0
[pouenypa: 32134/19.0 e

Howmep peectpauiiinoro nocsiguenns: UA/9822/01/01

Cuna pii / Axtugnicts: 1 TabneTka MicTHTh: flifoda pevosuna: [inkro 6inoba cyxuit excrpakr (EGb 761) 4(J mr
Po3mip Ta Tun ynakoskw: mo 15 Tabierox y Gnicrepi, o 2 GnicTepu Y kapToHHii Kopobui.

Posmip cepii: 40 000 ynaxkosok

KomenTapi: He 3acTocoByeTnea

[0 KomenTapi, 3a HasBHOCTI:

3anBa npo ceprudirkauirn

[um 3acBinyyto, o Hasenena BUme iHhOPMALIA € JOCTORIPHOIO Ta TouHom. Lo cepito npomykuii 6yno BupoGneHo
(BKIHOYAIOYM MAKYBAHHA/MAPKYBAHHA TA MPOBEJEHO KOHTPONL ii AKOCTI) Ha BHIIe3asHaweHiH MinbHuLi Y |MOBHIH
BiAMOBiAHOCTI 3 BuMoramu HBII, BCTAHOBNEHMMM MICLEBHM PETyNATOPHMM OPTaHOM, @ TAKOXK BIANCBIZHO 0
crienudikanii, 1o MicTaTECs Y peecTpauiiiHoMy A0cke Kpainu-iMnoprepa. [IpoTOKOTH BUPOBHHUIITBA, A<y SAHHS Ta
anaizip OyJ0 NepErNgHyTO Ta BCTAHOBJIEHO BiAMOBifAiCT: BuMoraM HBIL

Cepis BunyweHa

IIpizeHwe Ta mignuc YMoBHOBAKEHOT ocofu
JHara mianucanua 26.02.2021

/MTamm/

E. Aysemepi

/nionuc/

Honaeteca: ceprudikar aHanizy Ha cepiio
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