o IR

Ten. {044) 496-87-87, Tentbaxc (044) 239-18-38, Ten/dakc (044)49689-42, Ten, (044) 485-26-57 (uinogoboso)

Ceptudikar sxocri Ne 010000158861

Jl

3onmirpen® capeil, cnpen HazanbHRI Jo30Banuil, 5 mripoza

Homep cepii: 11220 Kpaita otpumysay; YKpaiHa
Kinbxicts npogyxuif: 11.269 Tuc.ynak, N? PeeCTp. nocainuerns: UA/M5215/01/02
fava supodhuurss: 12.2020 Tepmin aif peecrp. nocsiguerns:  21.06.2021
AHanis BUKOHaHUE no: MKA N3 go PN NeUA/5215/01/02 Big 21.06.2016 p., smivm sig 13.05.2020 p.
Hahmenyeanua noxaznuis Bumoru AHA(cnenndikayit) Pesynbratw eunpobysans
Onuic Pinuna xosToro xonsopy, AONYCKIETLCA ferka
onanecuenyis Binnosinae

lgenTudikauis
3onMiTpunTay Hac yrpumysanHa niky 30NMITRUNTaHY Ha
Rpomarorpami eunpofosysaHoro PO3YVIHY NOBKHEH
CniBnagaTi 2 yacom YTPUMYBaHHA Niky
30nMITPUNTaHyY Ha XPOMATOTPaMI pO3UMHY
nopisHaHHA (a) 30NMITPUNTaHY Bianosigae
3onmitpunTan YO-cnekTp nornunannsa sunpobosysaHoro po3UKHY

B oBnacri sig 200 go 300 Hm NOBUHEH MaTh

MaKCUIMYMA NOMMHAKHA NPU SOBKUHI XBUNI: Bianosigae

(225£2) 1um 225 Hm

T2 (283£2) Hm 284 Hm
Benzankoniio xnopug Hacu yTpumysanta nikis romonoris Berzanxoxio

XNOplay Ha xpomaTorpami ennpobosysaHore

PO34YMHY NOBUHHI CriiBnagaTyl 3 Yacamu

YTPUMYBaHHA nikis romonoris 6edsankonio

XNICPMLY Ha XpoMaTorpami po3unEy nopisHaHKs (a)

BeHsanxoHitn xnopugy Binnosigae
HekcnanTeron Hac yrpumysanna iKY NeKCraHTeHOMY Ha

Xpomarerpami BunpoSosysaHore PO34YUHY NosuHeH

cnienagaTy 3 Yacom YTPUMYBAHHA Niky

NOpIBHAHHA (¢) AekcnaxTesony Bignoeipae
FycriHa 1,000 - 1,050 r/em3 1,03 rlcm3
pH Bin4,5n05,5 mfg:;vf}%i;gﬂi%% 5,1
3abapeneHs Mpenapat mae BATRUMYBATY nopia T

eTanoHom Y2 — Bignosinae
MpozopicTs Mpenapar mae BUTPUMYBaTU MOPIBHAHKS 3 /

etanorom |l 4 Bignosigae

Crop. 1 33

[l i/ A6Y Eﬁf 0. O Joif
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Ten, (044) 456-87.87, TenIdakc (044) 239-19.38, Ten./daxe (044)48580-42, Ten. {044) 485-26-57 {ulnocpotiono)

Cynpoeigri gomiwiky

KOMHA OauHWHHA JoMillKa He Binbwe 0,5 % ) Y ik
cyma AoMiWoK He Ginbiwe 1,0 % 0 Yo riRE
OpHOpIARICT 103088HMX I-ana nepwiux 10 oguHULL: NpuiManbHe YACNo He
OAVHWLUb nepeeuwlye 15,0.11-gna 30 oguHmie: npulimansHe

uucno He nepeeuillye 15,0 Ta pesynsrar mogHol
A020BaHol oauHuLi He meHe 0,75 M i He Ginbwe
1,25 M.

Bignosigae
BincoTox Buxogy emicty He meHWe 95 %
praKkoHy 134 %
Kinexicts no3, 1o eutaraersca He meHwe 20 32
Mixpobionoriuna yucrora
JaranoHe uncnc aepobHux He 6inswe 100 KYO/mn
MiKpoopradismis 0
3aranbHe YMCTO ADIXAKOBUX Ta He Ginswe 10 KYO/mn
nniceHasux rpubip (e
Staphylococcus aureus He ponyckaetsca g 1 mn BiacyTHi
Pseudomonas aeruginosa HE [ONYyCKAETLCA B T mn BigcyTHi
KinoKicHe BuzHauennn
3onmitpunTan B oaHif Ao3i mae 6yTu Bin 4,75 mr go 5,25 5,08 mrigoza
BeHsankoHiic xnopug B8 OfHiIl fosi mae Byty gig 0,009 mr oo 0,011 wr 0,01 mr/poza
[excnanTeron B8 OAHIl gosi mae ByTn 8ig 0,80 mr oo 1,10 mr 0,97 mr/poza
Ynakoska Mae eignoeinaty eumoram Bigriosinae
MapkysaHHz Mae signosipati srmoram Bignosinae
TepmiH NpUAaTHOCT: 2 poku Oo 12.2022

Ymoeu sGepirauus; 3Bepiraty npi Temnepatypi He suule 30 °C B opuriiansHifh ynaxkosyl. He samopoRyBaTh.

\ 3GepiraTi B HepoCTYNHOMY AnA AiTelt micyi
Komenrapi:

“*Menwe 50

***Merwe 10

e vedwe 1,0 %
wrranx MR

3ansa npo cepTudikalito:

Uvm 5 3acsiguyio, wo suieskasaqa iHGopmalia € AOCTOBIDHOIC | TOYHOIO. Lo cepito npoaykuil Gyno erpobneHo (sKiioyaicum
YNaKoBKy/MapKyBaHHA) Ta NpoBefeHKM KCHTPOMb 1i AKOCTI Ha HIKUEBKA3aHIA AiNbHWL 8 NOBHIA BignoBigHocT Ao Bumor GMP,
BCTZHOBMEHUX MICLIEBUM DErynaTepHUM OPTaHOM, a T2KoX  signoeiaHoct! 3 cneuwcbiuaui_aw, AKI 3HaX0QATLLA Y peecTpauiiHomy

pocselToprosoi nitewsii, MpoTokonu BupoBrULTEa, naKysaHHA Ta aHanisls Gynit nepesipénl 1d 8cratosnera signoeipticte GMP,

AossoneHo po peanisauii / go sipsanTakeHHn

YnosHopaxeHa ocoba - MposigHuil imxedep BCraBn 13.01.2021

Bupobuuua ginsunya:

YKPATHA, 04080 m, Kuis-80, syn. Opynze, 74; SliueHsia Ha sup

LR

07.04.2015

cknapcekol L5
UTBC NEQREET 4
laerTRMIKaUIRHKR

Lo kon 00481198
KonTponb AKocTi 1a Bigava A03BoAY Ha peanizauiio:

Crop. 2 33
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Ten. (044} 436-87-87, Ten./ake (044) 239-19-38, Ten.tbaxe (044)49683-42, Ten, (044) 465-25-57 (uinogaboac)

YKPATHA, 04080 m. Kuis-80, syn. ®pynse, 74; CainouTso npo arecrauilo N2 390 sig 22.01.2018

Henaptament
cKNaAcLKOT

NOFICTUKIA

laeHTudikalinrum
xon 00481198




LidcemA Ha TepuTopil Ykpainm

TOB "AKN "®APMALLEEBTUYHA DABPUKA"
M, dKurtoMup

Vishpwgg'

Cyvachi hopmynn spopos’n

YKpaina, 10014, M. XKWToMUp, By, JlepMOHTORCLKA, 5, T. 48-11-31, Tith. 48-11-28 DEK,,&A
Cart

1] I: 9112

1. Hassa npoaykuli: KPANJI SEAEHIHA

2. KpaiHa-BMpoGRMK: YKPATHA

3. Homep pececrpauliinoro nocslpvenna:  UAS7361/01/01

4. Cuna ali/axcrysHicTs: 1 Mn npenapaTy MicTUTL HacToiiku Genaforu nucTs (Belladonnae folia) {1:10) {ekcTpareHT-
eTaHon 40%) 0.2 Mn; HacToiku KoHeanii Tpaeu (Convallariae herba) (1:10) (ekcTpareHT-
etaHon 70%) 0,4 Mmn; HacToWKK BaneplaHu kopeHesuly 3 kopeHAMK {Valerianae rhisoma cum
radicibus) {1:5) {ekcTparenT-eTaloR 70%) 0.4 Ma; MeHTOAY paUeMiYHOTO B Mr

5. flikapceka opma:
6. Po3Mip Ta THN NaKypavHa:

kpanal opansHi
no 25 MA ¥y AAKoH2X 3 MapKYBaHHAM YKpaiHCbKO MOBOID

7. Homep cepli: 30323

8. NaTa pupobHNLUTRA: 03.2023

9. lara 3aKinuenHn TepMiny npupaTioctl: 03.2026

10. Hesbu, agpecu va homepw niuensli BupobneHo, BKAIOYAIOHM NAKYBaHHA/MABPKYBAHHA Ta KOHTPOJb AKOCTI Ha AinbHUAUI 3

BCix AinaHMue 3 pupoGHULTEBA T3 pupobHMUTBA piOKMX Ta M'AKMX Nlkapcekux 3acobis TOR “AKN "®apMauyesTMuYHa

KOHTpOMAG  AKocTl: dalpuka® 3a appecow Kutomupceka o6a. XKUToMUpcLKWIA paifoH, c.CTaHuwiBKa,
Byn.Koponeopa, 0.4; nluensia NiAB 598036; cBlgoutBo npo aTecrauiln ©XJ1 Ml27,
ceifouTeo npo atectauim MBJT Ne227

11. CeprupikaTn slanosipHocti GMP ana pcix pinoiMus, HabegeHux ¥ n.10: 020/2022/GHMP

12. PesynsTaTw ananisis:

Poamip cepli: 21120 wr

Moxa3IHnKu Bumoru HTJ PesynsTaTH
Onwe Mpoaopa piavHa 3eneryBaToro afo XopeTo-6yporo Ko/bopy 3 Bignoeiaae
XApaKTEpHUM 3arnaxom
InenTHgIKaKlA 3rigHo MKS 13 Bianosipae
Buict eTavony He meHuia 59 % Blanoelnae
Baxxl MeTanu He 6inble 0,001% Bianosinae
Mixpobionariuna yucroTa 3riaHo MKA N3 Binnosigae
Ob'ens BMlcTY ynaxosxu He MeHwe 25 Ma Bianoeipnae
Ynakoska 3rigwo MKA N3 Bignosigae
Fpadiivne odropmnaHHa : :
YNaKonKu 3rinHo MKA N3 Binnosinae
BlaHocHa rycraHa He Ginbwe 0,924 0.918
Bionoriuna akTweHicrs 1 M penapaTy Mae MicTuTr Big 4,1 a0 5,2 XKoL 4.3 XOR[
BMicT cymu ankanoigls GenafoHu, B NepepaxyHky Ha aTporid, Mag
KlnsxicHe aushadenns 6yTh npu punyeKy: Bla 0,057 Mr/mn ao 0,063 Mr/Mn; npoTaArom 0062 mr/mn
TepMiHy npuaaTHocTi: pig 0,054 MriMn no 0,066 Mrima
KinbKiCHe BRIHAMEHHS BMicT MeHTony Mae GyTy Npu eunycky: Big 7.6 Mr/Mn oo 8,4 mriun; 7.8 Mrimn
NPOTArOM TepMiHy NPUAATHOCTE: BiA 7,2 Mr/MA Ao 8,8 Mrimn

13. KoMenTapl:

14. 3anBa Nnpe  LlMM A 3acBig4YYI0, L0 HaBefeHa BuLLe THopMaLlia € AG

cepruplkanlo:  (BKAKUAONK NaKYBaHHA/MBPKYBaHHA) Ta NPOBEAEHO
BignoelarocT! 3 BMoramMu GMP, scTadoBAeHUMU Ml
crneundiraulfi, Wo MICTATECA ¥ pescTpauiAHOMy Ao LT oM
NEepernsHyTo Ta BCTAaHOBNEHO BiANOBIAHICTL GMPr7

i Frn
P HM D

pHOIO Ta ToyHOH. o cepilo npoaykKuil Syno eupobneHo

PENL i AKocTi Ha BULLI@33ZHaYeHiA AiAbHWUL ¥ MoBHIRA

FRYIATODHUM OpraHoM, @ TakoX BignoeiaHo go
D4 B pOBHMLTEA, NAaKyBaHHA Ta aHanizis Gyno

15. NpissMwse Ta nocana ocobu, fika sugana gossin Ha sun
16. Nianwc ocobu, Axa Bwaana nossln Ha swnyck cepii:

ocoba

apcnka P.A.




Ny6niune axyionep wHay 6i P NMy6nuvyoe axy Gut «Hay«uoonpou:eodcmunuua yenmp
«BOPLIArIBCOXNA x:MlKo-vAPMAuEBmanM :Maon» «EOPUIAIOB cmm XHUMHKO-®APMAUEBTUUECKIA 3ABOLs
Biddin Konmposmo fixocmi @ Omoden Konmponn Kayecmea

Caigourso npo arecrauho Ne MT-410/14 sig 03,1214 Congerenscrso ob arrecrauns Ne MT-410/14 o1 03.12.14

suaake [1N "Ykpmerprecrcrangapr” BXQ)B BbiaaHo 11 YXpMETPTRCTCTHAADT"
Ceiaourso npo avectauio Ne 96 sig 20.01.12 Canperenscres of arrecraums Ne 96 o1 20.01.12
suasHe DepRaBHOW, CyXBoi0 YKpainu 3 nixapCskix aacoGin asigano [GCyABPCTBEHHON CRYXGOR YRpanHbt NO NEKADCTREHHLIM CPBACTBAM
Yupaiva . 03134, m.Kuin, ayn.Muapy, 17 yxpawma, 03134, r.Knes. yn. Mapa, 17
Ten 205:41:38, 402-76-36, darc 4014036 Ten, 205-41.38, 402-76-35, thavc 401-40-36
{CepTudukar ka4ecTsa)
(saued)

NOPOLWOK ANA PO34MHY ANA iH'ekuiit no 1 r, no 1 chnaxony B nasui
(nopouioK ANS pacTBopa ANs nHbEKUuA no 11, no 1 cpnakoHy B navke)

Ne cepil (cepun) 1231220 KinbkicTb B cepii (konuuecrno 8 cepun) 182133 wir,

Dara enpo6HuuTBa (nara NPOU3BOACTBEA) 08.12.2020
Pecctpa iﬁu n YeH er M Tenb 780)NeUAI8417/01/01

Bunpoﬁyaauua nposeneHe 3riAHo MeTopaie konTpono sikocti 113 Ne SFP-008-02;3mMin
(MCnbITaHWUA NposeaeHsl cornacHo MeToA0B KOHTPONA kadecTBa NIC Ng SFP-008-02;namexenuit)

MNokaanuku AKocTi Kpurepii npuinsrioct (kpvtepun npuemnemocty)
(nokasaTenu xadecrsa) Mpu sBunycky fiporarom Tepminy npuaartHocT Pe3ynbTaTi (pe3yneTaTs)
(NpY BLINYCKE) (8 TE4EHNE CPOKE FOAHOCTH)
Onuc (onncanue) Kpucraniukwui nopowok 6inoro abo 6inoro 3 kpemysatum Kpucraniunmi nopowox 6inoro
BIATIHKOM KORLORY (KpUCTANNUMUECKUA nopowok 6enoro unu 3 xpeMyBaTUM BiATIHKOM KONbOpy
6en0ro ¢ KPEeMOBATLIM OTTEHKOM LiBETA) {kpuCTannuyeckvin Nopowwok Genoro
C KPEMOBATLIM OTTEHKOM UBeTa)
Yac POIYMHEHHR (BPeMA DACTBOPEHNS) He Ginbiue (He Gonee) 2x8 (Mun) < 2 X8 {Mun)
tnewrndixaula (naeHTndUKaUnn)
- yedhrazngnm {uedTananm) A. Metoa PX (meron XX) Binnoeligac (cooTeercrayer)
- kap6onaru{kapbonaTet) B. flkicHa peakuia (kavecTeexHan peakuus) Binnoninac (cooTeercTByeT)

C. Xapaxrepna peaxuin (a) Ha narpin

- HATPIN (HATPWA
TRIR(HATPHA) {xapaxrepHan peakuus (a) Ha HaTDWIA)

Bianosinae (cooTseTcrayeT)

Mpo30opicTs POIUMHY Po3uun mac SyTh npo3opum Ta BinsHum Bia vacrok
Bianosinac (coorsercrayer)
{NPOIPAUHOCTL PACTBOPA) {pacTeop A0NMER BbiTh NPOIPAUHELIM ¥ CBODOAHLIM OT HACTHL)
OnTryHa rycTmHa He Ginbue 0,50 3a nosxunn xauni 4256 Hm
0,1085

(ONTUYECKAn NNOTHOCTL) {+e 60nee 0,50 npy ANWHHE BOTHLE 425 HM)
pH Bin (01) 5,080 7.5 6,34
OnropigHICTE A030BANUX OAUHKML Mag sianosinaru sumoram [0V, L1515, L2525, PBM 23
(OAHOPOAHOCTL AGSUPOBAHHLIX €ANNALY) (aonxeH cooTeeTeTaoBaTL Tpebosanuam MOV, L1515, L.2<25, PBM) '
MlipuanH (IMPUAKH) He Binbwe (He Gonee) 0,4 % 0,08 %
Brpara 8 maci npyn sucyutyBaHmi

2 R YHly He Binwwe (1e Gonee) 13,5 % 12,65 %
{nOTEps B MACCE NPY BLICYLLINBAHIN)
BakrepianuHi eHROTOKCUHM Menwe 0,10 MO wa 1 mr yedrasuanmy 8lanosi -
(BakTepransHbie 3HAOTOKCUHBI) {menee 0,10 ME na 1 mr uedrasnauma) Anoslnac (cooTeercTeyeT)
CrepunsHicTs (CTEPUNLHOCTD) Mae suTpumysaTti BUNPOoSYBaHHA Ha CTEPUALHICTL

Bignosigae (coorseTcrayer,
{AOMKEH BLIAEPKNBATL UCTILITAHUA HA CTEPUNBLHOCTD) A igae (co yer)

Mexariuni BRNIOYGNHA
(MEXAHNECKNE BKIOUEHWA)

« @UOUMI Yacmuu (sudumbie vacmuubi) Nosunni 6yTH NPaKTUIHO

slacyrhi (aomxHE NpaKTu- —_ Binnosinae (CooTBETCTRYRT)

HEeCKN OTCYTCTBOBATH)
- HEeBUANUMI YacTKU(HeBUANMbIE uacmuu)f T
210 pm # i" I-fd”&ﬂ.me {ne-Gonee) 6000 B 1 xonTehHepl (xouTeanepe) 154
225 pm R . He Ginuye (e 6onee) 600 8 1 xowveinepl (xoHTerHepe) 4
KinsKicHe BU3HAMBHHA ) 3 ) S Bl (01) 0,926 rno 1,075 1,
{KONUMECTBEHHOE onpenenenﬁe B ] A y népeptynuy HA COROAHIO MACY BMICTY (pnaxony 0,987 r
- uepraznaumy (uewraanaviué) 4 (B nepcha Ha CPEAHIOI0 MACCY COACPIKMMOrD (PNAKONA)
NakysaHnsa (ynakoska) ; ) S oBuHeH sianosigaru sumoram HA ‘Bianosigae (coorseTcrayer)
" . “(dopbren coosercraosaTy TpeGoanuam HA) st
MapkysasHa (MapkupoBka) — °. 1. ~# Noswnex sianoslnaru aumoram HA
" ) . “{aonwen coorsercraosarts Tpebosannam HA)

Tepmin npupatvocTi (cpox ronuocm)”" . 2 poxu (rona)

Hau. BKA (OkK):  TMegeuiko O.1N.

Ar.apn. v OME o 06O




@ oexXD3

TYBIHYHOE AKUHMOHEPHOE ORIMECTBO «HAYUYHO-ITPOHIBOJACTBEHHR it
HEHTP «BOPIATOBCKHA XHMHRO-PAPMATEBTHUECKHN 3ABO/»

Yrpanna, 03134, v. Kuen, ya. Mupa; 17

Tea. £+38044) 205-03-10, 205-41-10;

(+380447)°205-03-83, (+38044) 205-03- LL LY HOABOMOMEHHOL AU )

28]
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CEPTUDOUKAT CEPUN JUISI JEKAPCTBEHHOI'O CPEACTBA
3aued, NopowIoK /IS pacTBOpa VISt MHbeKnuA no 1 r

HaumenoBanye
APOJYKIHH

Jexapcraennas popma
Cnaa
AeHCTBUN/AKTHBHOCT
Pazvep u THIL YIIAKOBKH

Crpana-nporIBOANTEIL

HOMQP Perscrpanuonioro

CBHACTCILCTRA
Homep cepun

Paszsep cepun
Jdara ppoussojacrsa

}Ia'ra OKOHMAaung cpmca
FOJHOCTH

Haspauus, aapeca 1
IIOMC[)E JHICHINH BCCX
YUYACTKOB HPOH3IBOACTBA H
KOHTPOJISN KAUCCTBY
Ceprudpnrarst GMP
yuacvron, YRA3aHULIX B
.10

Pe’!)"}lb'l"ﬂ'l“bl AHAJINIOB

Kommenra pusg

3aunjgenue o
ceprudpuKanyn

GMaMuianst, WOANNUCHL ¥
AOJUKHOCTE JIHua,
BbLIABHICIrO pa:xpe;jnenne
HA BBLIIYCK CCPHH

3aned

[opotoK Ajis pacTBOpa A MHheKIi no 1 ¢

1 ¢nakon cogepkur: 1 r nedresumuma (8 suae dedrasmiiva
pedraruppara  crepwibHoro 8 nepecucre Ha 100 % cyxoi
ttedrazunm)

1 aaxod B nauke

Ykpauiia

NelIA/8417/01/01

1231220

181 893 yn.
08.12.2020

a0 122022

Ywpauna, 03134, r. Kues, y1. Mupa, 17,
aunedsng AB NeS98003;
cBueTeNbeTBO 06 arrecraitny saboparophit OKK Ne96

Ne017/2019/GMP no 18.01.2022

ﬂpnncxwum B CCp’!’!‘l(’)ﬂK‘d’l‘Q Kaqecrsa

HacToanm  HOLTBEPKAQI0, 4TO  BhUNeyKa3anHax  undopmars
ABASETCH  JlocToBepHoll M rowoil. DTa cepus (poryKumH  Oblid
HPON3BEAEHA (BKITIONAN YHAKOBKY/MAPKHPOBKY) ¥ HPOBCACH KOUTPOIL
©¢ KA4eCTBa Ha BLILUCYKA3AHHOM YHACTRE B NOJIHOM COOTBETCTRIN ¢
rpebosanmamMun GMP, yCTAHOBACHHBLIMH  MECTHBIM  PeryisTopHbIM
OpraHoM, a TAKKE B COOTBCTCTBHM CO ClIEUH(UKAIMAMHU, KOTOPbIC
COACPKATCA B PEIHCTPANHOHHOM Jocke. TIPOTOKOAbI HPON3BOACTH
ObLiM MPOCMOTPENL H ycTanoseHo cooppercTane GMP

Pomamok T.H. - 28.12.2020
¥ noomouennoe :"’ Jlara noanueanni
eitiliy LB
) o
2.0
%

3
g
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