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JEPYIIKCITYXBA
AEPKABHA CJIVIKBA 3 TIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIHU OBJACTI

npocniext Banepis JloGaHopcbkoro, 51, M. Kuis, 03110, ten/hake: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOY 37078774

BUCHOBOK
Npo AKICTh BBE3EHOI0 B Y KpaiHy JlikapcbKoro 3aco0y

17.12.2020 Ne 68429/20/10

TAHTYM PO3A®

(HalMextypanns Aikapeskoro 3aco6y 3rillHO 3 peecTpailiiHrM NoCBiIYeHHAM)
po3unn parinaasnui 0,1 % oo 140 v y praxoni ocHamenoMy KaHOI€E0 3 KPHILEYKOIO st
3AKPUTTS; 0 5 duIaKoHIB ¥ KapTouHiil kKopobui

(bopma sunycxy, 103yBaHiA, BHA NAKYBAHHA JKAPCHKOro 3acoby)
Homep peecrpaniitroro nocsinuenns UA/4012/02/01 crpox zii peecrpauiiinoro noesiauenns 01.01.2099
Cepis nikapcobkoro 3acoby Ne (871 KinsxicTs Bse3eoro nikapeskoro sacoby 1296

Bupo6Huk Asiennie Kimixe Piynite Amxenini ®panuecxo AK.P.A.®. C.i.A., ITanis
{Hafimenysanna supoGHuka Kikapcskoro 3acoby, xpaika NoXomKeHHs)

Baeseno B Yipainy Tonapucreo 3 o6mexkeHo10 Bignosizaasuictio "IIJIEQ GAPMA",
inent. kom: 36691994
(maiimenysanns 12 kon 3a £IPTIOY jopumunoi ocobu abo npissute, iM'A, no GaTbkoB! Bisminol
0colK - nifnpuemus, 11 MiclC NPOMMBAHKR TR pecCTPAUIRHUI HOMED OBAIKOHOT KAPTKN NAATHHKA
noaatkin abo cepin Ta HoMmep nacnopTa)

MpoeTokon sisyansnoro kontposio sin 11.12.2020 NXe 4390/7.

32 pesynbTATAMH  AEPHABHOTO KOHTPOMIO BCTAHOBAGHO, WO Jikapchkuil 3acib Bmesemo B Yipainy 3
AOTPHMAHHIM BAMOT 33KOHOAABCTRA WOLO 320€3NeYeHHA mcocri nikapcekux 3acoGin,
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{Ha Bnanxe komnanun «AHKEITUHW»)
Ulramn: «KOMKWA COOTBETCTBYET OPUTHMHAIY
BLIIJAHA OTIEJAOM OBECIEMEHMA KAYECTBA»

CEPTUMOUKAT KAYUECTBA N2 12019798
lpogyxr:  TAHTYM PO3A® (TANTUM ROSA™), pactop sarnnaasusiii 0,1%., no 140 ma Bo
¢1axone, ocnalieHHOM KAHIOICH ¢ KPLINIEYKO#H 115 3arpbiBasusn; oo S paakonos B
KAPTOHHO# YHAKOBKe
(Hetacmeyrougue sewpecmsa: 100 my pacmeopa COOePHCUIN, DEHIUDAMURG 2UOPOXI0pUDA

100 me)
Cepun No; 0871 Buyrpeunuii kojx: 129466
Hara usrotosaenns: | HonGps 2020 Ofnem spinymennoi | 6983 ynakoaru
cepun: |
Cpox roanocTu: Hosbps 2024
Crpana-npoussogureas: Mranus
Pezucmpayuonnoe caudemesocmao Vipaunvt No: UA/M012/02/0]
HCIIBITAHHA CHELHHGHKALHA PE3YILKTATHI
becuseTHan npospaunas CootsetcTayer
Onucanue HHIKOCTD C THITMUHBIM
- Buewnuir 6ud (suzyarsno, 3A11aXOM PO3bl
OP2AKOIEHMUYECK U}
P (nomenyuorempuyeckoe 4.0-6.0 | 5.0
onpeoenenue) “
O0HOpoOHOCHE OOIUPOBAIINBIN edUHIY B coorsercreum ¢ CooTaeTcTByeT
(uamenenue maccwt) (Eap. Papm.2.9.40) TpeGopanuanmu Laponelickoit
Dapmakolen
Hoenmupuxauan:
- GeH3sunamuHa rHApPOXIOPHAA Ionosxuresinnas IoaoxkuTesnbran
{(B2XKX)
- Beunsanxonus xaopHaa (B2XX) [MoaoxuresnHas toaomurensian
Koauuecmeennoe onpedeaenue
- Bensuzamuua ruapoxsopuia 05% — 1058% 99.8 %
(B3XX)
- Bensankonus xnopuaa (BIXX) 90% - 110% 102.1 %
Hucmoma* (B2)XKX)
- (l-Benzun-1H-uuaazoa-3-on <0.2% »
(AF 956))
- HemAeHTH(KUMpPOBaHHas <0,2%
npuMeck
- BCero = 1.0% ‘
Muxpobronozuveckasn uucmonta
r’Eap Papm. 5.1.4);
ofiiee KOAHYECTBO a3podHbIX < 107 KOE/Ma <! KOE/MA
baxrepuit
- O6uiee konndecTso < 10" KOE/va <] KOE/ma ‘
APONOKEBBIX/TINECHEBBIX TPHBOB }
- Pseudomonas aeruginosa** ; OTreyTerver 8 1 mn Orcyvrernyer
- Staphylococcus aureus** OtcyTersyer 8 | mn Oreyrersyel
- Candida albicans** Otcyteteyer B | MA OTteyTtersyer |

* Tect BhinonHgeTca ang kaaok 10-i cepun (kak MHHHMYM pa3 B roa);
** Hcenenosanue MaToOreHHBIX MMKPOOT PAHHIMOB BbINOAHATCH TOILKO B TEX ¢F TYHRAX, KOLAatpi,..
OfpeaeneHly KonkuecTBa GakTephii M rpuboB Hbian BLINBIEHB! KOIOHMEOGpayIoLIHe e;{ér LB e

NaTOrCHHBIE MHKPOCDIAHUIMBI CUHTAIOTCS OTCYTCTBYHOUMMHA, OCHOBBIBAACH HA pe3y 'l,{:i‘it \;ﬂ}bm‘
OIPEOCIeHUH KoHuecTBa ﬁak‘repun H Y}}HDOB

3aspaenue o CEETHQHKSQHE H
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HacToswmy 51 3aBepsio, YTO npuBeeHHas Bbilie HHAOPMALNS eCTh JOCTOBEPHOH W TOUHOH. JTa cepus
npOYKUKMH Bbisa NpousBeaeHa (BKIIOUAs YNIAKOBKY/MAPKHPOBKY) M NPOBEIEH KOHTPO/b €€ Ka4ecTBa Ha
YKa3aHHOM yuacTke(-aX) B MOJIHOM COOTBETCTBHH ¢ TpeGoBanuamH GMP, veTAHOBACHHBIMM MECTHBIM
perynstoptibiM oprasom Mraneanckoe (apmauestuueckoe arentctso (AIFA). a Taxike B COOTBETCTEHH CO
CretMPHKALMAMK, COAEPKALUMMNCA B PETUCTPALIMOHHOM /10ChHE. {IPOTOKOILL NPOHIBOACTBA, VNAKOBKH H
AHAITM30B OLITK NEPECMOTPEHb! W YCTAHOBIEHO cooTBeTCTRHE (GMP.

Cepusn onobpena 1 J10NYHIEHA K peaiHIauny, Y R0AHOMOUEHHOE 110
AnkoHa, 24 HoaGps 2020 r, Pobepto Magiann
[noanuces)

[Lramn: «Asuenae Kuvuke Puyunre
AHXEJIMHH ®PAHUYECKO — C.1.A. A K.P.A.®.»
Bua Bexkno zea Hunoxxno, 22
60100 AHKOHA)

Asunenge Kuvnwe Puynure Anweannn ®panvecko AJK.PA.G. - C.arA,

(JIuneH3HA HA NPOHIBOACTBO TeKAPCTBCHHOIO epeacTra No aM — 107/2019,
ceprugurar GMP No IT/164/H/2019)

FOpuduvecruii agpec: Adpec npeonpunmusn;
Buane Amenug, 70 Bua Berkxuo nen MuHokkuo, 22 Ten.: +39/071/8001

00181 — Pum (RM), Uranus 60100 Aukona (AH), Mraaus ®arc: +39/0717286 90 70
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