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Dr. Willmar Schwabe GmbH & Co. KG S

Cepruthukar aHanuaa

Ykpaura
KoxTponb kayecTBa
Bunemap-llleaGe-Urpacce. 4
76227 Kapncpys, Nlepmanun
Ten. +49 {0)721 4005-556
axc +49 (0)721 4005-557
Mpoaykr MpocrannaxT kancynel no 320 mr 10 kancyn B 6nucTepe
Cepus Ne, 2010620
3akas Ne WS5-4486
no 3 6nucTepa B KAPTOHHOM KOPOBKE C MAPKMPOBKON HA YKPAWHCKOM M aHIMMIACKOM $3bIKax
PernctpayuorHsii Ne ceptudpukara: WS-4486
Howmep permcpauuoHHOIO CBUAeTeNLETRA: UA/4372/01/02
JencTBurensHo ao: BeccpodHoe
Wndhopmanma o mecte npoussogcTaal Cw. Npunoxenue 1
ceptudukare HIMM:
HAosalcuna pekctena SkcTpakT nnogos nansMel cabane {Serenoa repens) (10-14.3:1),
320 mr/kancyny
CMNEUUDUKALINA PE3YNbLTAT
CBOWUCTEBA
BHELUHWW BUA (B13yanbHbliA) OmankHble TEMKO-3eNeHbIe MATKUE COOTBETCTBYET
HKHENATUHOBLIE KanCyrbkl CO LUBOM
MAEHTUYHOCTBb
AKmueHBI KOMITOHEeHM
SKCTpaKT NNoAoe nanemel cabans ( Serenoa KauecTeBeHnHoe COUTBETCTBYET
repens) (10-14.3:1) sxcrparedr: stanon 90 % TIOATBEMI/IEHWE COOTBETCTBUA
(m/m) KOHUIYPaLUUM MUKOB NUKaM
(EBp.®apm.2.2.28, TX B pamyax UCNONbL30BaHHOTO JKCTpaKTa. Bpems
KONWYECTBEHHOIO onpeeneHus) yaepxusaHus £ 5 %
Kpacumenu
- Xenesa okeug xenTelid, (E 172) obpaayeTtca ronyboi ocanok NONOKUTENEHO

- Xenesa okeng yepHbii, (E 172)
(LiBeTHan peakuus ¢ pacTeopom
rekcauvaHocpepparta(ll)kanusa

- MNareHToBaHHLIK CHHWEA V, E 131 (TCX) Ha XpoMartorpamMmmax ccnegyemMoro COOTBETCTBYET
pacTeopa W pacTsopa CPaBHEHWUA BUAHbI
NATHA, COrMacyioLMecs no LBeTy U
3HaveHunsim Rf

Yucrora

HomuHanbHasn CpefHan macca cogepxumoro

Kancynol 320.0 mr 320,3 mr
OnHopoaHocTb no Macce (Esp. Gapm. 2.9.5) [+75% COUTBETCTBYET
Pacnagaemoctsb (EBp. ®apm. 2.9.1) < 30 MuH < 30 muH
Mukpobuonordeckas yuctoTta 2.6.12/2.6.31)

Obwee yncno Bakrepuil He Gonee 10%8 11

Obwee yucno rpuboB He Bonee 102B 1T

Ofwee yucno rpamoTpULaTeEnsHBIX BakTepuid, COOTBETCTBYET
YCTOWUMBLIX K LEACTBUIO Xenuu He Gonee 102B1 1

Salmonella AOFKHBE OTCYTCTROBATL B 25 1

Escherichia coli [OIXHbL! OTCYTCTBOBATE B 11

COOEPXAHUWE

3KCTpaKT NNoAOR nanbmMbl cabane (Serenoa
repens) (10-14.3:1), akcTpareHT: staron 90 %

Mapkep: MeTUNoBbIi 3chup Naypunosoi 320 mr/kancyny [95 - 105 %] 321.2 mrlkancyny
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Dr. Willmar Schwabe GmbH & Co. KG

SCHWABE

YKkpauHa
KoHTponb Kavectea

Op. Bunbmap lleabe
TMOX 1 KoKl
Buabmap-Lsabe-Uhp. 4
76227 Kapncpya
Fepmanun

P.O.Box 410925
76209 Kapncpya
FepmaHus

Ten..+49(0)721 40 05-0

www.schwabe.de
www.schwabepharma.com

MNpunoxenue 1

Cepruthukar cooTBeTCTBUS DE_BW_01_GMP_2018 0050

Tpebosaduam HIMN

JluueHans Ha npouasoacTeo Ne DE BW 01 MIA 2018 0023/DE BW 01 Schwabe
ALpec npoussoauTens (Mecro Bunemap-llleabe-lrpacce 4, 76227 Kapncpya, Mepmanus
npou3BoAcTBa)

Hexnapauus o ceptudurkaiium

HacTosluM A noATEEpKAalD, YTO BhILIEUSNOXKEHHAS UHCOPMaLUA SBNAETCS AYTEHTUUHOMR K TOYHORM.
HaHHan cepus npenaparta Gbina NpouaBefeHa, BKIKCYas 3Tanb! yNakoBK1, MapKUPOBKU Y KOHTPONA
Ka4ecTBa, Ha NPOU3BOACTBEHHON NSIOWAJIKE, YKa3aHHOMA Bhllle B NOSIHOM COOTBETCTBUU ¢
Tpebosanmamu HIMM, yCTaHOBNEHHLIMY MECTHLIMY PETYAATOPHBIMW OpraHamMm, a Takke B
COOTBETCTBUY CO CReLMdUKaUnsiMy, KOTOPbIS ABNAITCA NPUNOXKEHUEM K PerucTpauuoHHomy
GBMRETENbCTBY UMAOPTUPYIOLLER CTPaHbI. 3an1cu OTHOCUTEMbHO NPOM3BOACTBA, YNAKOBKMA M aHanusa
A&HHOR Cépumn NposepeHbr i - NEMIHAHSLY cooTBeTcTBYoLMMK TpeBosaruam HIM.

Y1e KHot
YnonHomo4eHHoe NuLo

Op. Bunbmap tleaBe MatX v Ko. KI
Kapncpya




JEPXKIIIKCIIY XBA
AEPIKABHA CJIYXKBA 3 JIKAPCHLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMY Y m. KHEBI

Byn. Bepesnaxiscbka, 29, Kuis, 02098, ren./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,ht_tgs://www.d]s.gov.ua, Kon €JIPIIOV 37079055

BHCHOBOK
XIpO AKICTHL BBE3EHOro B Ykpainy aikapenkoro 3acoly

30.12.2020 Ne 73757/20/26

IIPOCTATIJIAHT
(nafimenyBanns nikapcskoro 3ac00y 3riHO 3 peecTpaniiiHum NOCBLIYCHHSM)
Kaxcy.nd no 320 mr; mo 10 xaneyn y baicrepi; no 3 Guricrepu B KapToHHii Kopobui
(popma Bunycky, nosyeauns, sun NAKyBaHHs NiKapceKoro 3acoby)

Homep peecrpauiitioro noceinuenns UA/4372/01/02 CIPOK Aii peecTpaniifHoro nocrinuenss HEOOMEXeHME
Cepis nikapekkoro zacofy Ne 2010620 Kinexicrs BBE3EROrO MiKapeskoro 3acoby 600

Bupo6Huk _Hp. Binemap 11pa6e I'm6X i Ko. KT , HiMmeyunna

(HaHMenyBaiiig BUPOBHHKA JTIKAPCHKOro 3acoby, KpaiHa MoXoxKeHHS)

Beeseno B Vkpainy Ilpusarse akuionepue ToBapucTBO "HATYP®APM", inenr. xon:

24930169

(naiiMenyBanns Ta kog 3a €JIPIIOY IOPHAHYHOT 0coBH abo npizeuime, im's, no GaTeXoBi dizuunoi
ocob - mianpuemus, ii Micte npoxuBadHa Ta PeecTpaltifumi Homep 06NiKOROT KADTKH ILTATHHKA
noAATKIB alo cepid Ta Homep macopra)

Ilporokon Bisyansuoro xourpomo sig 30.12.2020 Ne 4306/2.

3a pe3ynsTaTaMHM  JEPKABHOTO KOHTPOMIIO  BCTAHOBJICHO, 10 JNikapceKMi 3aci6 meesewo B Vrpainy 3
AOTPHMAHHAM BUMOT 33KOHOABCTRA LIO/0 3a6€3Me e S KOCT] JiKapchKMx 3acobib.
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