Vishpha

Cyuacul Gopmynn gopos’s

1. Hassa npojpyxuir:
2. Kpaina-eupobHuK:

HAidicHuni Ha TepuTopil YKpainm

TOB "AKN "®APMALEBTUYHA ®ABPUKA"
M. XXMTOMMP

Ykpaida, 10014, M. XKuTtemup, ByN. JlepModToBCRKa, 5, T. 48-11-31, 1/¢. 48-11-28

c i S 6y Ns 9781

YPOXONYM
YKPAIHA

3. Homep peecTpauiiHoro nocninqeuun- UA/11755/01/01

4. Cuna pii/aKTMBHICTh:

5. Nikapcuka hopmMa:

7. Homep cepli:

1 MA NpenapaTy MICTUTh: BOAHO-CNUPTOBKA eKeTpakT (1:1) (ekcTpareHT - eTaHpn 40%) i3
cymiwi: MopKew auwol nnopie {Dauci carotae fructus) 200 Mr, opTotwgoHy THHMHKOBOM O
nucTa (Orthosiphonis staminel folia) 180 Mr, cnopuwy Tpaeu (Polygoni avicularis herba) 150
Mr, KYKYRYA3U CTOBNHMKIE 3 npuiiMoykaMm (Zeae maydis styli cum stigmatis} 120 wmr,
6y21HK YopHOi KBITOK (Sambuci nigrae flores} 100 mr, xsowa Tpaeu (Equiseti herba)} 100 mr,
xMento wwok {Lupuli flos) 50 Mr, 6epesu BpyHbok {Betulae gemmae) 50 mr, 3sipoboio
Tpaen {Hyperici herba) 40 mr, M'aTn nucTR {Menthae piperitae folia) 10 mr

Kpanni cpanuHi

6. Poamip T2 TUN RAKyBaHHA! No 40 Mn y HAAKOHE: No 1 bnakody B Navli 3 MapKyBaHHAM YKPaiHCLKDIO MOBOIO
10323 PosmMip cepli: 14880 wr
03.2023

8. Nara pupobHUUTRa:

9, flaTa 3aKiHyYeHHA TepMiny npupartHocti: 03.2026
10. Hazeu, appecM Ta HoMepu niuedali BupoSneHo, BKMOYAOYW NAKYBAHHMA/MAPKYBEHHA TA KOHTPONh SKOCTI Ha AiNbHAL 3

Beix  pinpuMus 3
KOHTpOMO - AKocTi:

BUPOBHULTEAE T BUpOGHMUTES pPIAKMX Ta M'AKUX Hikapchkux 3acobis TOB "IKN “"®apMalesTU4Ha

thabpuka" 3a aapecord KUTOMUPCLKE 06N, MUTOMUPCLKWA paligH, c¢.CTaHuwiBKa,
Byn.Koponwoba, 6.4; niuenzia MeAB 598036; ceigoureo npo avecTauilo ®XN MN127,
cCBigouTBO npo aTectauiky MBJ MNa227

11. CepmudikaTt elanoslavoctl GMP ana bClX AinoHuub, HaBegeHux y n.10: 020/2022/GMP

12. PrayneTaTh adanisie:

NMoxkasHMKK Bumoru HTQ PasRyALTaTH

Oniuc PiguHa TEMHO-KORPWHEBOT D KONBOPY, 3i cneundl4HiM apoMaTHUM Bianominac
sanaxoM. Mpu 3bepiradHl NONYCKAETLCA YTBOPEHHA 0CAAY.

loeuTudlkanin 3rigHo MKS N3 . Bignoeinac

BmicT eTanony He MeHwWwe 33 % } Binnoeinae

Meranon i 2-nponanon 3rigHo MKA 13 Bianorinae

Baxk] MmeTanmu He 6inbwe 0,001% Binnosinac

Dosa | ogHoplanicTs nozysanns 3riaHo MKH N3 Bipnosinae

MikpobGionortuna uucToTa 3rigHo MKA N3 Bignosigae

06'em BMicTY ynaxobsku He meHwe 3a3HaveHoro Ha eTukeTu Blgnoginae

Ynakoska 3riaHo MKA h3 - Bianosifae

CHO PO
MapkysaHus 3rigno MK N3 ﬁ* ~ ;’i\,)\ Bianoginae
Fycruna Big 0,971 r;c»ﬁ(/gz/ -ﬁﬁ%v}m HTIB g\ 0.978 rjcmM3
R '

Cyxui 3anuioK He meHwe 5 HE{: " E aLM . lﬁ z j 62.6 r/n
®naBoHoiaM w/3/

Kinexlcwa;wiananensy BMIcT cymu ¢%\?\\amla g1 mMn npeﬁa/p/QT ¥ nepepaxyHky Ha LA
PYTWH, MaE Gy M@ng_l 5 ME, ¥

KinbKicHe BUaHAYEHNHA Ecbipi onif S 0.03 %
BMicT edipHUxX oniil _{En&_naw_ma ¥TW He MeHwe 0,02 % M/M )

13. KomeHTapi: A,

14. Jasasa npo UMM A 3aceigHyio, WO HaBefeHa Buule iHhopMauin € nochh
cepTudikauio:  (BkNOHAI0UK NAaKYRAHHA/MAPKYBaHHA) T2 NPOBEAEHO K
signosigHocTl 3 BuMoraMu GMP, BcTaHoeneHUMM Mic
cneundikauii, Wo MICTATLECA ¥ PEECTPaLLiAHOMY AOCEH
neperiAsHyTO Ta BCTAHOBAEHO BiRroBigHICTE GMP

pHOIO Ta To4HoW. Lo cepilo npoaykuil Gyno BupobneHo
il AKOCTI HA BULLE3a3HAYeHIH OiNbHULI ¥ NOBHIW
WNATOPHWM opraHoM, a Takoxk eianoeigHo 0o

Y j{l BmpoﬁHuuTBa. naKyeaHHA Ta ananilie Gyno

15. Npiasnuie ta nocana ocobM, AKa Bugana no3sin Ha BUNY, s iy L BaxkeHa ocoba 3 axocti
16. Niannc ocobn, Aka BMaana poasln Ha sunyck cepil:
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Cyuwacul fopmymu 3nopan’s M. XKutomMup

YepalHa, 10014, M. XKutoMup, sByn JlepMoOHTOBCEKS, 5, T. 48-11-31, T/dh. 48-11-28

Cepvudikar cepii nikapehkoro sacofy Ne 22589

1. Hasea nponykuin YPOXONYM

2. Kpaina-Bupobauk: YKPAIHA

3. Homep peecTpaniiinoro nocsiguenna:  UA/11755/01/01

4. Cuna Aii/akTUBRICTL: 1 Mn npenapaTy MICTUTR, BOAHO-CNUPTOBUA eKCTPaXT (1 1) {ekcTpareHT - eTaHon 40%) i3
cymiut Mopxen Aukol naoiie (Dauc carotae fructus) 200 Mr, oprocudiony THHMHKOROT O
swcts {Orthasiphonis staminer folia) 180 mr, cnopuwy Tpaew (Polygon aviculars herba) 150
MP, KYKYRYA3¥ CTOBRYMKIB 3 Apuiimodkamu (Zeae maydis sty cum stigmatis) 120 wmr,
By3uHy YopHo! KeIToK {Sambuci nigrae flores) 100 Mr, XBOWwa Tpaewn (Equiseti herba) 100 mr,
XMenio Wwuwok (Lupult flos) 50 Mr, Sepean G6pyHnok (Betulae gemmae) 50 mr. asipobon
Tpasu {(Hyperict herba) 40 mr, m'sTyW nucTs (Menthae pipenitae fohia) 10 mr

5. Nixapcska hopma:
6. Po3Mip va TUn nakysaHHsA:

Kparnn opantii
ao 40 MA y inakor, 10 1 hRakoHy B NaYw 3 MapKYBaHHAM YKPAIHCLKQD MOBOIO

7. Homep cepii: 10624
8. DaTa BupoSHUNTRA: 06.2024
9. Aava sakinveHHn TepMiHy NnpugatHocTi: 06.2027

10, Ha::gm, agpec Ta HoMepu nigensii BupobaeHo, axmovauu NAKYBAHHA/MAPDKYBAHHA Ta KOHTPOAR AKOCT! M3 JlAbHMND 3

BCIX  ginbEULL 3 BUpoGHUUTBR  Ta pupobuuuTes PIOKWX Ta M'AKkY MKapcekux 3acobie TOB “AKN "®apMauesriuiHa

KoHTpoaw  AKocri: gabpura” 38 agpecon HMUTOMUPCLKa 060, MUTOMUPCLKUA  palioH, C.CTaHWWLIBKE,
ByA.Koponkoea, 6.4: Mewsin N:AB S588036; CRIZOUTBO npo aTecTauis ®XJ Ne127.
cBrgouTeo Mpo arvecrauno MBSl Na227

11. CeprudikaTu aignosinHocTi GMP gas acix HinLHUYL, HaBeneHuX ¥ n,10:

12. PesyabTaT ananisis:

PozmMip cepii: 9 120 wT

MokasHuKu Burmoru HTR, PeayneTaTy
Onuc PIAWHE TEMHO-KOPUYHEBOTD KONLOPY, 31 cnewudiiHMM apoMaTHUM BiznoBIAGE
3anaxom. {pu 36epiranH AONYCKAETLCA YTROPEHH: ocaay.
loenrndikayin 3rigro MKA N3 Binnosigas
Bmicr evaunaony He meHwe 33 % Biangeiaze
MeTanon i 2-nponaHon 3riguo MKA N3 Bianoeiyae
Baxxki meTanu He Ginblie 0,001% Bignosigae
Hoza i opHopigHicTe go3yBanus 3rigHo MKS N3 Birnosipae
Mikpobionoriuna yuctoTa 3riano MKS N3 Binnoeiag
06'eM BMICTY YIAKOBKYU He meHwe 3a3HaveHors Ha eTkaTul Bianoeinae
VYnakoexa 3rigHo MKS N3 Bianesinae
MapKyBaHHA 3rinHo MKA A3 BianoeaaE
FycTuna Bin 0,971 r/cM3 o 0,988 r/cm3 0.98 rfcm3
CyxXuii 3anuumok He MeHwe 5,5 r/n 700rin
: : {MnaBoHOAW 3.0 mr
Kinuxicke ausHavenHa BMICT CyMu (hNaBOHOIAB, B 1 MA NPENapaTy, y NepepaxyHKy Ha
PYTUH, M€ BYTU He MeHwe 1,5 mr.
. . EchipHi o 0.027 %
KlinRicHe nusiasihiy BumicT edipHux omii 6 npenapaTi Mae 6yt He meHwe 0,02 % M/m

13. KoMmenTapi: . = T
14. 3aana npo Ui 7 3acBI4yio, o HaseaeHa Buwe tHgopvawin € ACCTBBIPHO-0 18 To4Howo Lo cepno npoayxis byno supod
ikau fiTponk [f 9KoCTi Ha BYlle 3a34aqeHlil BIALHKL Y NOBHIG
cepTudixayiio:  {BKMOYAIONNY NAKYBAHHR/MAPKYBAHHR) Ta NPoBLAEHO KQHTPOJIL ff 9KOCTi H :
sipnesiarocTi 3 BUMoramu GMP, BCTaHOBNEHU MY MICUSRWS QErYNATOPHUM ORFaHOM, 3 TaKox 8 nnoslm‘uoémn
cneuudikatil, Wo MICTATLCA Y peecTpauiiHoMy AOCLE [P T&ggnn BUPoOHUUTBES, NAKYBaHHA Ta aHaNI3B Gy no
NMEPernsHyTO Ta BCTAROBNEHO BRiANOBIAHICTY GMP. - . -

e Y ;
15. Mpisayie Ta nocafga ocoby, AKa BMAaN2 No3BIN Ha BUNYCK, ;,pﬁ':/_ﬁ . YrgRnoraena pcoba 3 nKocTi = i
d AL A 17. OaTa ianucanma: O 1) - :

- - »
16. Nignuc ocobu, sKa eEMgana KO3BIN Ha BUNYCK cepif: [ .
'lf:\:\—.\:
. A "t
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Vishpha
PavoIh g
Cyvatut bopraymu 3popon 8

2 yoc

(AN

1. Hazea npogyxuin
2, Kpaida-Bupobuuk:

3. HoMmep peecTpauifitoro noceiguenHn:

4. Cuna pilfakTusHicTs:

5. Rikapceka thopma:
6. PoaMip Ta Tun naxyeaHHg:

7. Homep cepii:
8. Bara eupobyuyTea:s

TOB "HKI "GAPMAULEBTUYHA dABPUKA"
M. XKutomup

7z -;-;?‘\\ V«paiHa, 10014, M. XXuToMup, 8yn JlepMOHTOBCHKE, 5, T. 48-11-31, T/db. 48-11-28

CeprtudhikaT cepil BiKkapehkore sacoby Ne 24186

YPOXOAYM
YKPAIHA
UA[11755/01/01

LidcHui k3 TepuTopi ¥rpaiku §

1 Mn npenapaty MiCTUTb' BOAHO-CNUPTOBWEA eKCTPaKT (1:1) (ekcTpareHT - eTaHoN 40%) 13
CymMiWw Mopkewn gukel nnoais (Dauc carotae fructus) 200 Mr, opTOCUPOHY TUHVMHKOBOID
ancTa (Orthosiphon s staminel folia) 180 mr, crnopuwy Tpasu (Polygont avicularis herka) 150
MI, KYKYPYA3u CTOBOMWKIB 3 nipuamoskami (Zeae maydis styil cum sgmatis) 120 wmr,
By3uHu vopHe! Keitox (Sambuct nigrae flores) 100 mr, xpowa Tpasy (Eguisett herba) 190 e
xwemo wuwox (Lupul flos) 50 mr, 6epesy GpyHeok (Betulae gemmae) 50 wr, 38006010
Tpasu (Hyperici herba) 40 wmr, M'atu aucTa (Menthae piperitae folia) 10 Mr

KPanai opansHI

no 40 MA Y dNakoHs; N0 1 (hakoHy B nasui 3 MEPKYBAHHAM YKPAIHCHKOI0 MOBOIO

11124
11.2024

9. BaTa sakiH4eHHa TepMivy npugaTHocTi: 11.2027

10. Hazeu, agpecu Ta HOMepW AjueHsii
supobBHUUTEA

Bcix  pisgkHULLE 3
KOHTPOMI  SIKOCTI:

11. CeprudiikaTu BinnoBigHocTi GMP pgna BCix AiALHUUL, HABEOeHUX ¥ 11.10:

12, PezysuTaTi avanisin;

Po3wmip cepinn 25152 wr

Bupobnero, BKMOUSDYKH MaKYBAHHA/MBPKYBAHHA T3 KOHTPOAb SKOCT! Ha AtbHUAW 3

Ta supobHUUTBA PIAKMX Ta M'AKkMX AIKapcekux 3acofis TOB "KM "®apmauesruuxa
dabpuika" 3a appecoio MUToMupchKa 06a KUTOMUPCLKUA  patioH, ¢ CTainunBeias,
syn Koponeosa, 0.4, miueH3s N:AB 59B8036; ceipoutso npo avectauna @©XA MN:127,
CBIAGUTEG NPo avecTauio MBI N;227

NoxazHuKku BuMmoryu HTH Pezynetaty
Onue P1AKHE TEMHO-KDPUHHRBOMD KONLORY, 3t CNeUMMHIM apoMaTHUM Bignosiaac
3anaxomM [pu 36epirast) SONYCKAETLCA YTEOPEHHR 0CaAY.
InenTupikanin 3riuHo MK N3 Bionosipae
Buicr eTaHony He mMeHwe 33 % Bignosinae
MeTaHon i 2-nponanon 3rigso MK N3 RianoBIQzE
Bamki metTanu He 6inbwe 0.001% Bianosinae
foza i ogHapigHicTe AO3YBAHHA 3rigHo MKR N3 Bionoeiaae
MikpoBionorisHa uucroTa 3riaHo MKA N3 Bignoepae
0OB'eM BMICTY YNAKOBKH He MeHue 3a3HaueHoro Ha CTUKeTU! Bianosinae
YnakoBxa 3rinHo MKA N3 Bianoninae
MapkysaHus 3riano MKA N3 BIANOBIA2E
TycTuna Bia 0,971 r/cM3 Ao 0,988 r/cm3 0987 r/cm3
740 rin
CYXHH 3anHI0K He MeHwe 5.5 rin
- p bnasoHOIGW 2 47 1ar
Kinkxkicie BU3HAUEHHS BrICT CyMu thNAaBOHAAIE, B 1 M1 NPEN3Pary, ¥ Nepepaxytky Ha
pYyTUH. Mag 6v1u He Menwe 1,5 Mr
R EdhipHI oAl 0023 %
KRIEKICHE BUSHAkSHKR B(IgleT e(ipHuX 01l B NpenapaTi Mae GyTiRe Menwe 0,02 % t/u

13 KomedTani:

14. 3aasa npo

T toqHo Lo cepno npoAyxi fyno enpobaeno

]
Lium g 32CBI0HY0, WO HABEORHA BULE HthopMaln € AOCTQB}QH(‘W

Hiit ORraHoM, a TaKoX BIANROBIAKO RO

Nt [ HaueHIf JinsHUL Y MOBHI
cepTudikauio:  {BRAKYBIO4N NaKYBIHHAMAPKYBAHHA] T2 NPOBRAEHD Kon@Qonb it ABOCTI M3 BULIE3a3

B1ANOBIAHOCT! 3 BuMorati GMP, BCTaHQBAEHUMW micueppia perynid

7 i vi " TBa, NaKyBaHHA Ta aHaAInE Byno
creLmdIKaLltd, Wo MICTATLCS y PEecTRaWRHOMY noca;hny)o'rmcom: 2 pBHULITBR, NaKY

15, [IpizEuie Ta nocana ocobu, sKa BUnana no3nian Ha BHNYCK

nepernaHyTo Ta BCTAAOBAEHD BIAMNOBIAKICTE GMP
Cg,
16. flignuc ocobu, Aka BuRana 4o3BiN Ha BuUnyCck cepil £

b
(]

‘ Ynosuoé‘é}xeﬂa ocoba 3 akocTi
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