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Pixapp BitTTHep Al KOHTPOIb AKOCTI
OcciaxepliTpacce 7 NOro. OMETA Cropinka 1 3 1
9560 denbakipxer! ABCTpis BITTHEP
CEPTU®IKAT SIKOCTI Ne Ukr 2022047A-50/20
| _Hassa npoaykuii : ATMA®

Kpaiha-imnopTep : Ykpaia

Homep peecTpauiiiHoro nocsigueHHs: UA/8301/01/01

Tepmin gii: HeoGMeEXeHun

Cwna giifakTvBHICTb: 100 mn micTaTe: Sambucus nigra D1 10 mn, Natrium sulfuricum

D6 10 mn, Dulcamara D6 10 mn, Arsenicum album D12 10 mn,
Tartarus emeticus D12 10 mn

Jlikapcbka chopma: Kpamii opanbHi
Po3mip Ta TUN nakysaHHs 50 mn y chnakoHax-KpanensHUUAX, No 1 thnakoHy-kpanernsHuLj B
yNnakosLi
Homep cepi: 2022047A
Posmip cepii: 18000 ynakoBok
Hata BupobHuyTBa: 05/2020
|[ara sakiH4yeHHs Tepminy npugatHocT: | 05/2025
HassW, agpecu Ta Homepu niLeH3iR Pixapa BitTHep Al
BCIX AiNbHULL BUPOBHUL(TBA Ta Occiaxepltpacce 7, A-9560 denegkipxeH, Ascrpis
KOHTPOI0 AKOGTI Ne: INS-480748-0023-006

CeptudbikaTu signosigHocTi GMP ans Ne: INS-480748-0028-001
BCIX AiNbHUUL, HaBedeHWX BUllle
PesynwtaTtu aHanizie

lMokazHuku Bumoru srigHo cneuudikauii PezynkTtaTn
OpraHonenTUyHi NoKasHMKK

Mpo3opa, Big neab xoBTyBaTOrO i .
Cnuc . BiAnoBigae
AO 3eNeHyBaTO-)KOBTOro KONLOPY pignHa

3anax bes cneuundivHoro aanaxy

BignoBigae
Cmak HNerkui npucmak Bysunu BifinoBsigae
Di3nyHi nokazHMKK
FyctuHa (rfmn) 0,925 -0,932 0,930
BmicT etunosoro cnupty (% M/m) 41,5-445 42,2

laenTudikayin

30HM Ha XpomaTorpami AOCNIAXYBaHOTO PO3UNHY
ToHkowaposa xpomaTorpacdpis BIANOBIAAOTE 30HaM Ha Bignoeinae
XpomaTorpami MaTpuyHo! HacToMKK

Mikpo6GionoriyHa yucToTa

TAMC/mn < 102 0/mn

TYMC/mn < 10! O/mn

E. coli/mn BiocyTHI B 1 mn BigcyTHI/MN

HowmiHanbhuim ob'em Cepenniit 06'em Beiel cepii nosuHeH By He MeHLWwe 50,0 mn
HOMiIHANLHOro 06 emy

Josa i ocgHopiaHicTs Aosu MpaHuyHi nokasnwkm Cur. Ph,

nepopanbHuX Kpanens MoHorpadia «Pigki npenapaTtu 4ns nepopankHoro BifiNoBigae
3acTocyBaHHs»

KomeHTapi: YMosu s6epiraHHs: 3bepirath B WinLHO 3akpuToMy thniakoHi B opuriHanbHin kapToHHiIi yraKosLlj
Mpu TeMnepaTtypi He Bullle 30°C, B HEAOCTYNHOMY Ana JiTel micui.

3asea npo ceptudikauiro: Linm s 3acBiAYyIo, WO HaBeMeHa BuLLe ircdhopmalis e OOCTOBIPHOK Ta TOYHOH, Uto
cepito Npoaykuit Gyno BupoBneHo (BKMHOYaLOYM NakyBaHHA/MapKyBaHHA) Ta rpoBefeHo KCHTponNb 1 AKocTi Ha
BULLie3asHaqeHid ainbHULi y nosHii BiOMOBIAHOCTI 3 BUMOramu GMP, BCTaHOBMEHUMW MiCLIEBIM perynaTopHum

Aika BUAana [o38in Ha BUNYCK cepil:

Mianuc oco6u, sika Bugana AO03BiN Ha BUNYCK cepii:
Aarta nignucadus: 13.07.2020 Meyathb
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JIEPKINIKCITYIKBA YKPATHH
AEPIKABHA CJIYIKBA 3 NHIKAPChKHX 3ACORBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI
Byn. Bepesnsikisebia, 29, Kuis, 02098, ten./ake: (044) 550-23-55, reu. (044) 550420-55
E-mail: dIs.kyivi@dls.gov.ua, Koa €J1PITOY 37079055

BUCHOBOK
PO AKICTL BBE3CNOro B Yipainy jikapeskoro 3acoby

19.08.2020

2z

o 42367/20/26

ATMA®

(nafivenysanis Aikapeskoro meedy 3o 3 PCECTPEILAHIM HOCBLIYEHENM)
WpLT opadsii, 10 50 ma y guaroni-Rpaneasuimi; no | daaxony-gpaneanuuuf y kaprommiii
YHAKoB i

((hopsa BHIYCKY, T0IYBARHA. BHA MAKYBAHIA JIKAPCHROTO 3aC00Y )
Homep peccrpavitinoro nocsizwenns UA/8301/01/01 crpox aif peectpaviiinoro nocsiauenis HEoGMesceH Uil
Cepist nikapenkoro sacody Ne 2022047 A Kinsxicts spesenoro nikapeskoro sacody 720

Bupodimg Pixap:t bitiuep A", Ascrpis

CHRAMCIY Bt 8HPOGHURD ATKAPCLKOTE 39C00Y, KPATHA HONOLRHHS )

Baeseno s Yrpainy Tosapucrso 3 obmexencw sinosiguibaicrio "MTEPPIND
YEKPAIHA", inent, xon: 37063312

(aafivenysains Ta koa sa €APIOY wpuanunel ocotn abo opisnuine, iM'sn, moibarsoni Qitkunel
QCO0M - NIANPHEMIR, T MiGHe IPosHBITY Ta peectpatliiingi nosiep ofnikosof Kapres aarnuK
nolatkis abo cepin 1a HoMep nacnopTa)

Mporowoa siyyaisnoro kowrposio sin 19.08.2020 N 2440/2.

Ja pesyauTaraMi AEpAKABHOTO  KOMTPOMO  BCTAHOBASHO, 110 Aikapeskuit 3acié  sseseno | B Yipainy 3

AOTPHMANHSIIM BUMOT 3aKOHOARBC T LL010 3a6e3NEUeHHS AKOCT] niKapehkix 32coin,

/j’[’m;L.\-mn a CTOPOWEHKQO

B.o. nasainika_
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AEPKINKCITYXKBA

HAEP/KABHA CJIYKBA 3 JIIKAPCHLKHX 3ACOBIB

TA KOHTPOJIO 3A HAPKOTHUKAMM y m. KHEBI

syJ1. bepesnsxiscoka, 29, Kuie, 02098, ren./gare: (044) 550-23-535, Tea. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua,https://www.dis.gov.ua, Koa €JIPTIOY 37079055

04.12,2020

BUCHOBOK

ATMA®

Npo SIKICTL BBE3¢HOro B YKpainy Jdikapcbroro 3acody

S/

Ne 67145/20/26

(HufiMenyBanns Jikapeskoro 3u0o0y 3ridio 3 peccrpatiiHiy TOCBLATeHH M)

Kpanui opaibhi, 1o 50 vy Gpaaconi-kpaneabuuui; no 1 gpuakory-kpaneapuuni y kaproui

YHAKOBL

1Y)

1

{hopra BUNYCKRY, A03¥BANIA, BHA NAKYBAHIN [ KAPCLKOTD 3acoby)

Homep peecrpauiiiroro nocsizuenns UA/8301/01/01 crpox gii pecerpauiiitoro nocsizuenns HeoOMeKeH il

Cepia nikapeskoro sacody Ne 2041042 A

BiipoGuuk

Baezeno 8 Vipainy

KinbkicTs BBe3eHoro nikapeskoro 3acoby 4320

Pixapa bittrep Al', ABcTpist

(HofisenysatHs BUPOSHHKA Nikapeskore 3acoly, KpaiHa HOXCUKEHHS)

Toziﬂp}_wr{;o 3 00MexeH010 BiINOBIIANBHICTIO "[IEPPI!" O
YKPAIHA", izeur. ron: 37063312

nozarkie abo cepist Ta HOMEP nacnopra}

[1potoxoea sisyansroro kontpomio siz 03.12.2020 N 3844/1.

3a  pesyasTartanmu

KOHTPOJIK  BCTAHOBACHO, UL .ﬂii{apcbliliﬁ

3acid  wmeseso B VYipainy

HAOTPHMAHHSIM BuMOr 30K0HOAABCTBA OO 3a0e3NSUEHHA SKOCTI MIKAPCLKIX 3ac0biE.
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Muxona XOJIOJEHKO
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(rabivenyranis ta oz 3a CAPTIOY opnanunol acobu abo npiseuue, in's, no Gatbkosi dizsunot
0colu - nianpuese, 11 Micue NPeKHBAHHS Ta peecTpaltifriii HOMEpP 00IKOBOT KAPTKM [IaTHHKA
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Pixapa BitrHep Al
Occiaxeplrpacce 7
9560 ®enbakipxeH! ABCTpis

£

KOHTPOIb AKOCTI

J1Oro  OMErA Cropitka 1 3 1

BITTHEP

CEPTU®DIKAT AKOCTI Ne Ukr 2041042A-50/20

Hasea npogykuii ATMA®
Kpaina-imnoprep : YKpaiHa
Homep peecTpalliiHoro nocsiadeHHs: UA/8301/01/01
Tepmin aii: HeobmekeHWiA

Cwna pjifakTveHicTs:

100 mn micTATs: Sambucus nigra D1 10 mn, Natrium sulfuricum D6 10
mn, Dulcamara D6 10 mn, Arsenicum album D12 10 mn, Tartarus
emeticus D12 10 mn

Jlikapcbka hopma;

Kpanni opanbHi

Posmip Ta Tvn nakyeaHHs

50 My hnakoHax-kpanensbHUUsx, no 1 hnakoHy-KpanenbHWL B
YMaKoBLli

BCiX AinbHYLb BUpoBHWLTRA Ta
KOHTpOM sKocTi

Homep cepil: 2041042A

Posmip cepii: 4320 ynakoBok
Oata Bupobnuurea: 10/2020

Harta sakiH4eHHs TepMiHy npuaatHocTi: | 10/2025

Hassu, agpecu Ta Homepw niLeH3ik Pixapa BitTHep Al

Occiaxepwrpacce 7, A-9560 ®enbakipxeH, ABcTpis
Ne: INS-480748-0023-006

CepTudcpikaTu signosigHocTi GMP ans
BCIX AiNbHALUb, HABEASHUX BULLE

Nea: INS-480748-0028-001

PesynwTaTtu ananizis

MoKkazHukK

Bumorwm 3rigHo cneundikauii PezynbTatn
OpraHonenTM4Hi noKazHUKK
Oriv Mposopa, Big neab >KOBTyBaTOF'O BT aTSE
A0 3ENEHYBaTO-XOBTOrO KOMbOPY piavHa
3anax Bes cneuudiyHore sanaxy . .
Bianoeiaae
Cmak Terknid npucmak 6ysummn BianoBinae
Di3NYHI MOKa3HUKN
l'ycrika (rimn) 0,925 - 0,932 0,931
Bmict eTunoeoro cnivpty (% mim) 41,5-445 42,3
laeHTudikauin
30HW Ha xpomaTorpami gocnimKysaHoro pPOo34yumHy
ToHkowapoBsa xpomaTorpadis BIANOBIAATL 30Ham Ha BignoBsigae
XpomaTtorpami MaTpuYHOi HacToNKK
MikpoGionoriyna uncrtoTa
TAMC/mn <102 0/mn
TYMC/mn <101 0/mn
E. colifmn BiACYTHI B 1 Mn BiACYTHI/MN
HomMidansHmi 06'em CepeaHiit 06'em Bciei cepil NoBuHEH ByTU He MeHLLe 50,0 mn
HOMiHansHoro 0b'emy
[oza i ogHopigHicTe ao3u panwyHi nokasHukn Eur, Ph.
nepopansHUX Kpanens MoHorpadis «Pigki npenapatv ans nepopansHoro Bignoeigae

3acTocyBaHHA»

KomenTapi: YmoBu 3GepiranHs: 36epiraty B WiNbHO 3aKPUTOMY (ONAKOHI B OpUriHaNbHill KapTOHHI# ynakoBLi npw
Temnepartypi He Buie 30°C, B HegocTynHOMY Ans AiTei Micui,
3asBa npo ceprtudikauiro: Lum 3acBigqy1o, WO HaBedeHa BuLle iHopmaLis € AOCTOBIPHOIO Ta TouHoW. Lo cepio

npoAyKuii Gyno auMpobneHo (Bkmoyarouu Ha
AiNsHAL Y NOBHIRA BiANOBIAHOCTI 3 BUMOraMu

Mianuc ocotu, aka Bugana no3sin Ha BUNYCK cepii:

Oata nignucauua: 04.11.2020

KyBaHHs/MapkyBaHHs) Ta MPOBEAEHO KOHTPOSbL i AKOCTI Ha BULLE333HAUEHIA
GMP, BCTaHOBMNEHUMU MICLIEBM PEryNATOPHUM OpraHoM, a TakoX BianoBigHo
A0 cneuudpikauii, Wwo MicTATbES y peecTpaliifiHomy [ocke KpaiHw-iMnopTepa. MNpoTokonu BUPOBHWT
aHanisis Oynio nepernsHyTo Ta BETaHOBMEHO BianosigHicTs GMP
MpisBuile Ta nocaga/zBaHHs ocobwu,
fika Buaana fo3sin Ha BUNyck cepii:

OunnomosaHui iHxerep To
YnoeHosaxeHa ocoba 3 aK

MNeyatk

Jlaboparopis 3 koHTpoMo 3a axicTio, Pixapa BiTTHep AT, ®enbakipxen/A
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JAEPXIIKCIIYXBA
AEPKABHA CHVYXBA 3 JUKAPCBKHMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMHM y m. KUEBI

syn. Bepesnawincesxa, 29, Kuis, 02098, ren./dake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €PIIOY 37079055

BUCHOBOK
PO AKICTL BBE3EHOr0 B Y KPaiHy JIKapebKoro 3acody
19.04.2021 Ne 20769/21/26
ATMA®

(11aiiMetsypanHs NiKapCLKOTO 3ac00y 3r1/(HO 3 PCECTPALIHMHM FIOCRIAUSHHEAM)
Kpamnai opanashi, 1o 50 ma y dutaxoni-kpaneabuui; no 1 giiakony-KpaneJbHHII y
KaproHuill ynaxkopui

{thopma BHNYyCKY, 103YBAHHA, BIJ| NAKyBaHHA NIKApCLKOro 3acoby)
Homep peectpauiitnore nocsizuenns UA/8301/01/01 crpox nii peectpauitinoro nocsinuenus HeoOMeKeHHH
Cepis nikapenkoro 3acoby Ne 2110087A KinbkicTs BRE3EROTO Nikapchkoro 3acoby 12954

BupoBHuk Pixapy bittaep Al, AncTpis

(naliMenypanHs BUpoOHMKA Aikapeurore sacoby, Kpaina NoXomKeHHS )

Baeseno B Yipainy Tosapucrso 3 o6mexenor rignosigaasuicTio "IIEPPINO
YKPAIHA", inenr. kon: 37063312
{naiimenynanna Ta ko 32 CAPIOY 1opunanuio! ocedy abo npissHiue, is'a, no darsxoni
driznanot ocobu - ninpueMi, 1T Micte npoxHBanHg Ta peccTpauiiinui HoMep obnikosol
KAPTKH NIaTHUKE NoAxrkis afo cepis T2 HoMep nacnopra)

Tiporoxon BisyanpHoro koutpomo sin 19.04.2021 Ne 1193/1.

3a pesynbTaTami  AepHABHO:

oK 10 BCTAHOBREHO, WO Jikapchbkuit 3aci® BBeseHo B YkpalHy 3
};’r) p

AOTPUMAHHAM m}i&{)‘ﬁ"aékﬂ‘n(}nancrﬁ'@ no 3afesrnieueHHs AKOCTE N{KapChbKUX 3ac00iB.
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Pixapg Bitthep Al KOHTPOIb AKOCTI
OcciaxepwTtpacce 7 Noro  OMErA CropiHka 131
9560 denbakipxer! ABCTpis BITTHEP
CEPTU®IKAT AKOCTI Ne Ukr 2110087A-50/21

Hassa npoaykuii ATMA®

KpaiHa-imnoptep ; YkpaiHa

Homep peecTpaliivoro noceigyeryds: | UA/8301/01/01

Tepwmik Air: HecBbMeXeHWN

Cuna gil/akTuBHICTh: 100 mn MicTaTh: Sambucus nigra B1 10 mn, Natrium sulfuricum D6 10

mn, Dulcamara D6 10 Mn, Arsenicum album D12 10 mn, Tartarus
emeticus D12 10 mn

Jlikapcbka dpopma: Kpanni opanbHi
Poamip Ta TMN nakyraHHs 50 MmNy donakoHax-kpanensHuUsix, No 1 gakoHy-kpanensHuLi B
ynaxkosui
Homep cepii: 2110087A
Poswmip cepii: 12060 ynakosok
Oata BupoBHuLTRA: 03/2021
[ata sakiH4eHHs TepMiHy npugatHocTi: | 03/2026
HasBu, anpecu ta Homepu nileHsii Pixapg BittHep Al
BCiX AinbHULL BUpoBHWULUTEA Ta OcciaxepwTpacce 7, A-9560 dPenbakipxeH, AcTpis
KOHTPOIK AKOCTI Ne: INS-480748-0023-006

Ceptudpikatu siganeeigHocti GMP ans Ne: INS-480748-0028-001
BCiX AiNbHULbL, HABEIEHWX BULLE
PeaynsTtaTtu aHanizis

MokasHuKK Bumoru arigHo cnegundpikauii PesynbTaTn
OpraHonenTUYHi NOKa3HUKK

Mpo3opa, Bifl Neab XOBTYBATOMO

Onue ; Bianosigae
[0 3eNeHYBaTO-KOBTOro KONbopy piauHa
3anax Bes cneuwndivHoro 3anaxy
Bignoeinae
Cmak Nerkwid nprcmak By3nHu BifnoBigae
Di3nyHI NOKa3HUKK
Iyctuna (r/mn) 0,925-0,832 0,930
BumicT etunoeoro cnnpty (% m/mM) 41,5 -445 42,5

laeHTudpikauin
30HW Ha xpomaTorpami JOCMIAKYBaHOTO PO3YUHY
ToHkowaposa XpomaTorpadis BiANOBIAaIOTEL 30HAM Ha Bifnoeigae
XpomaTorpami MaTpUYHOT HACTOMKK

MikpoBionoriusa uncrtoTa

TAMC/Mmn < 102 O/mn

TYMC/mn <10 Ofman

E. colifmn BiAcyTHI B 1 MN BIACYTHI/MN

HoMiHanbHuiA 06'em CepeaHii ob’em Beiel cepii NoBUHEH BYTW He MeHlue 50,0 mn
HOMiHaneHore o6’emy

[o3sa i ogHopigHicTe Aoau paHn4Hi NnokasHwkk Eur. Ph.

nepopansHWX Kpanenb MoHorpadist «Pigki npenapatyv Ans nepopansHoro Bignogigae
3aCTOCYBaHHS»

KomeHTapi: Ymosn 36epiranHn: 36epiratv B LWiNbHO 3aKpUTOMY DriakoHi B OpwriHanbHili KapToHHIA ynakoBui npu
TeMnepatypi He Buwle 30°C, B HerocTyNHOMY AN AiTel Micui.

3anBa npo cepTudikauiro: LM s 3acsiguyio, LWo HaBefeHa Bulle iHdopMaLlis € 4oCToBIPHOK Ta TouHot. Lito cepito
npofyKuil 6yno BupeBneHo (BroHaoyW NakyBaHHA/MapKyBaHHsA) Ta NPOBEAEHO KOHTPONMb i1 SIKOCTI Ha BULLE3a3HaYEHIl
AiNbHWL Y NOBHIA BiaNoBIAHOCTI 3 BuMoramn GMP, BcraHoBNEHUMI MICLEBM PerynsTOpHUM OpraHoM, a TakoxX BignoBiaHo

aHanisis 6yno nepernsHyTO Ta BCTaHOBMEHO BianosinHicTs GMP A
Mpi3zBue Ta nocaga/3aBaHHA ocobu, AunnomosaHui HxeHep Tofat,
fIKa BUgana [o3Bin Ha BUNYCK cepii: YnosHosaxeHa oceba 3 sk

Nignuc ocobu, sika Buaana Ao3BiN Ha BUNYCK cepii:
Dara nignucanHaA: 01.04.2021 Mevyatb

NaBopatopis 3 koHTROMIO 3a siKicTIo, Pixapa BiTTHep AT, GenbakipxeH/ABCTP R 22

)
broLypcy
1 20‘7% /7q




JIEPMUNIKCITYKBA
JIEPYKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

ys1. Bepesnskisebka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls kyiv@dls.gov.uahttps://www.dls.gov.ua, Kox €JIPTIOY 37079055

BHUCHOBOK
Npo SIKICTH BBe3€HOro B YKpainy JIiKapchbKoro 3acody
13.10.2021 Ne 60536/21/26
ATMA®

(HaiiMeHy BaHHs JikapchKOro 3acoly 3ri/IHO 3 peecTpalliiiHuM MOCBIAMEHHAM)
Kpami opaabHi, mo 50 mu, y guaxoni-kpaneasuuui; no 1 ¢prakony-KpaneabHuui y
KAPTOHHIN yNaKoBIL

((popma BUITYCKY, IO3yBaHHs, BUII NAKYBAHHA JiKapchKoro 3acoly)
Homep peectpaiiinoro nocsimuenns UA/8301/01/01 crpok aii peecrpauiiinoro noceiruenns HCOOMEKEHHHA
Cepis nikapebkoro 3acoby Ne 2129008B KinbkicTs BBe3eHOro nikapeskoro 3acoby 8640

BupoGHHK Pixapa Bittaep AI', ABcTpist

(naliMenyBanHs BUPOGHMKA NKAapChKOro 3acoby, KpaiHa MOXOIKEHHS)

BseseHo B Ykpainy I OBapHCTBO 3 oomexenoro sinnosinanasuicrio "INEPPITO
YKPAIHA'", inent. xon: 37063312

(naiivMenysadus Ta Ko/ 3a €JIPTIOY ropuamdnoi ocobu abo npiseuine, iM's, no 6aTeKobi
(iznuHOT 0COGH - TAMPHEMIS, Ti MiclIc TPOKMBaHHA Ta peecTpauilinnii Homep 06iKoBOT
KApTKH NIaTHKHKA nojiatkie abo cepis Ta HOMEp nacnopra)

IpoTokon Bisyansnoro kontpomo sin 13.10.2021 Ne 3469/3.

3a pesyNbTaTAMM JIEPXKABHOIO KOHTPOJIO BCTAHOBJIEHO, 1O Jikapchbkni 3aci6 BBeseHo B VYkpaiHy 3

JOTPHMAHHAM BHMOT 32KOHQ oo 3aGe3nedeHHs AKOCTi JikapchKHX 3acobiB.

/ Muxona XOJIOJAEHKO

(nianuc) (imiuianu Ta npizsuie)

HagajipsHUK

(nocanosa ocoba oprau




Pixapa bittHep Al
Occiaxepwrtpacce 7

KOHTPOIb AKOCTI

Nnoro OMErA CropiHka 131

9560 denbakipxex/ ABCTpIs BITTHEP
CEPTU®DIKAT AKOCTI Ne Ukr 2129008B-50/21
Hasea npoayxuii : ATMA®
KpalHa-iMmnopTep : YKpaiHa
Homep peecTpauifHOro noceigyeHHs: UA/8301/01/01
TepMiH ail: HeobMeXeHUin

Cwuna fiifakTuBHICTb:

100 mn MicTATb: Sambucus nigra D1 10 mn, Natrium sulfuricum D6 10
Mn, Dulcamara D6 10 mn, Arsenicum album D12 10 mn, Tartarus
emeticus D12 10 mn

NMikapcbka dopma:

Kpanni opankHi

PoaMip Ta TMN NakyBaHHA

50 mn y dpnakoHax-kpanenbHUUAX, no 1 ¢pnakoHy-kpanensH1Ui B
ynaxkoBUi

Howmep cepil: 2129008B
Poamip cepil: 8640 ynakoBok
[ata eupobHULUTBA: 07/2021
[aTta 3akiH4eHHs1 TepMiHy npuaaTHocTi: | 07/2026

Haaeu, agpecn Ta HoMepu niLeHsin
BCiX AiNbHULL BUpoBHUUTBa Ta
KOHTPOMIO AKOCTI

Pixapn bittHep Al'
Occiaxepwrpacce 7, A-9560 ®enbakipxeH, ABcTpis
Ne: INS-480748-0023-006

CepTtudikatu BignosigHocti GMP ansa
BCiX QiNbHULUb, HaBeJeHUX BULLE

Ne: INS-480748-0028-001

Pe3aynkTaTtu aHanisie

NMoka3HMKH Bumoru 3rigHo cneundixanyii Pesynstatu

OpraHonenTU4Hi NOKa3HUKKU

Onuc Mposopa, sig negb XOBTyBaToro .

[0 3eneHyBaTO-XOBTOIo KONbopy piauHa
3anax Bes cneuudivHoro sanaxy Bignosinae
Cmak Nerkwii npucmak 6ysuHn BignoBigae
®Di3nYHI NOKAZHUKKU
FycTuHa (r/mn) 0,925 - 0,932 0,930
Bmict eTunoBoro cnupTy (% m/m) 415-445 42.3
laenTudikauin
30HK Ha XpoMaTorpaMi AoCNiPKYBAHOTO pO3vnHY
ToHkolLapoBa XpomMmaTtorpadis BiAnoBigaloTk 30HaM Ha Bignosipae
XpomMaTtorpami MaTpUYHOT HACTOMKK

Mikpo6ionoriuHa uncroTa

TAMC/mn < 10? 0/mn
TYMC/mn <10' O/mn

E. coli/mn BiAcyTHi B 1 Mn BIACYTHi/MN
HominansHuii 06’em Cepephiii 06’em Bciel cepii noBUHeH GyTu He MeHLue 50,0 mn

HOMiHarnbHoro ob’emy
Hosa i ogHopigHIiCTL A03U MpaHuyHi nokasHuku Eur. Ph.
nepopansHUX Kpanernb MoHorpadisa «Pigki npenapatu 4ns nepopanbHoro BignoBinae

3acTocyBaHHA»

KomeHTapi: YMoBU 36epiraHHs: 36epiraty B WINbHO 3akpUTOMY prakoHi B opuriHanbHiid KapToHHIA ynakosLUi npu

Temnepatypi He Buwe 30°C, B HegoCcTynHOMY Ana AiTei Micui.

3asea npo ceptudikauio: Lium g 3aceinuyio, Wo HaBeaeHa Bullie iH(opMaLisa € AOCTOBIpHOID Ta TouHoto. Lo cepito

npogyxuii 6yno supobreHo (Bkniouaoun NakyBaHHs/MapKyBaHHs1) Ta NPoBeAeHO KOHTPOrb il IKOCTI Ha BULLIe3asHaueHii

AinbHUUI Y NOBHIA BignosigHocTi 3 BuMoraMu GMP, BCTaHOBNEHUMM MICLIEBUM pPErynsaTonHAM Opl'aHOM a TaKox

BiANoBigHO A0 cneumdikauiid, Wo MICTATECA Y peecTpaujiiHoMy [0ChHe lcpammunorrem I']p STCYONA B

naKkyBaHHS Ta aHanisie 6yro nepernsaHyTo Ta BCTaHOBMNEHO BiAnoBiaHicTb GMP )
Mpisemue Ta nocapga/aeaHHA ocobw, CaHppa I(nﬂthieprep., G
fiKa Buaana nossin Ha BUnNyckK cepii: YnosHoBaMemaHoBaxeHa ¢506a 3 51

Mignuc ocobu, Axa Buaana ao3sin Ha BUNYCK cepit:
Hara nignucaxHHa: 13.09.2021 MNevaTtb

JNaGopatopis 3 koHTponio 3a skicTio, Pixapa BittHep AT, tbenbni'd i
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