JIEPHUTIKCITY KBA YKPATHU

HAEPIKABHA CIIYVIKBA 3 JIIKAPCbBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

nyn. bepeanskircora, 29, Kuin, 02008, tes./dake: (044) 550-23-55, ten. (044) 55
E-mail: dls.kyiv@dls.gov.ua, Kop CZIPITOY 37079055

BUCHOBOK
PO SIKICTH BBE3CHOTO B YKpainy JiKapenKoro 3aco0y

03.04.2020

ADJIYLIH®

7P

0-20-55

Ne 18624/20/26

{HaliMenysaung nikapeekoro sncoby rimo 3 PEECTPALEHHNM ToCBIHeH M)
Kparuii opasinni; o 50 ma y purakonax-gpanesunnax; no 1 duaaxony B 5
YHAKOBHI

CApTonuii

(thopma wiiycky, 20y BaHEs, BILIAKY BAHIS AIKAPCHKOTO 1acaby)
Homep peecrpaniiinoro nocsipuenus UA/1952/02/01 crpox aii peccrpauititioro noesinuers i

Cepin nikapenkoro sacoby Ne 1934033 A Kinbkicrs ssesenoro nixapenkoro sacoGy 17

=

BupoGug Pixapyi birruep AT, Apcrpis

cobmemeHni

280

{(HaiMeHy BAHEA BHPOGIHKD JUKAPCLKOrO FCO0Y, KpalHa noxo.

Boeseno s Vipainy Tosapuerno 3 o6mekenow sipnosinausnicrio "MIEPP

YKPATHA", isenr. wox: 37063312

Kelins)

iro

(nafmenysams ta ko aa CAPTIOY wopuanmot ocobu afe IPI3BKLIE, |
hiswei 0cobu - nigupuesip, Tl Micue nposcHpatig ta pecerpautiiinuii
KAPTRH AATHHIA 10T 260 cepls ta HoMep nacriopry

poroxon nisyansuero kowvpomo sig 03.04.2020 x 1035/1.

3a

AOTPHMAHHSIM BUMOC 3aROHOMABCTEA HIOA0 3A6S3CHCHUN HKOCT] HiKapcLKuX 3acobis.
;s Ve

PE3YyAbTaTaAMH  JEeDIKABHOTO KOWTPONKG  BCTANOBACHD, 110 HiKiipC'[»Klll"i 3ucif  sresen

Muxona N

Hauamauk

)

M's, 1o Birskosi

tomep oduikoBol
)
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B Ykpainy

OJIOJIEHKO
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Pixapg BittHep Al'

Occiaxepwrpacce 7 noro OMETA KOHTPOIb AKOCTI
9560 ®enbakipxer/ AscTpis BITTHEP Cropinka 1 31
CEPTU®DIKAT AKOCTI Ne Ukr 1934033A-50/19
__HasBsa npoaykuil: AQIYBIH® - e gz
_Kpalha-imnoprep: _YrpaiHa 5|
Homep peectpaujiiinoro nocsiguenHs: | UA/952/02/01
Tepmin ait: Heobmexennn
Cuna gii/akTvBHicTs: 100 mn micTuTb: Gentiana D1 1 M, Aconitum D6 10 Mn,
Bryonia D& 10 mn, Ferrum phosphoricum D12 40 M,

L Acidum sarcolacticum D12 10 mn o
Jlikapebka hopma: Kpannl opansHi |
Poamip Ta TUn nakyeaxns 50 Mn y dhnakoHax-kpanensHUYsX, 1 tnakoH-kpanensHuLs

L | Bynakosui L e
_Homep cepit: 1934033A
Posmip cepil: - 43200 ynakosok N _

Jata eupobHuuTea: 08/2019 _
__[ara 3aKiHYeHHs TepMiHy npuaartHocTi: | 08/2024

Haasu, anpecu Ta Homepu niueHsin Pixapg BittHep Al

BCIX AiNsHWYbL BUPOBHULTEA Ta Occiaxepwrpacee 7, A-9580 PenbakipxeH, AscTpis

KOHTPOMO AKOCTI Ne: INS-480748-0022-008 ) ol

Ceptudikaru signosinHocTi GMP Aans Ne: INS-480748-0022-007

BCIX OiMbHWLb, HAaBeAEHUX BALUE ]

FesynbTaTu aHanisis
Mokashuikn

OpraHonenTH4HmMii KOHTponk
Mposopa, Bia 6esbapsroro Ao anerka JKOBTYBATOro

Bumorw srigHo cneuudikauir Pesy:&raﬁ - J

Onue KOMbOPY piAvHa Bignosigae
3anax bes cneyugiyHoro 3anaxy Binnosigae
Cmak Neruit npucmak Tupnuyy Bignosigae
Pianunl nokasnuku o
F'ycTuna {r/mn) 0,920 - 0,950 0,929
BMICT €TUNOBOTO CrIMPTY (M/M) 41,5-445 42,9
lneHTndikayin
ToHKkowapoea 30H¥K Ha XpoMaTorpami AOCNiaXYBaHoro apaska
Xpomarorpadis: BiANOBINAIOTL 30HaM Ha Binnosigae
i Xpomarorpami MaTpuyHo! HacTORKK
MikpoGionoriusa uucrora
TAMC / mn <102 O/mn
TYMC/ mn <101 O/mn
E.coli/mn - ___ Bigeythi BiacyTHi/ mn
HomiHanbHuit 06'em: Cepepwilt 06'eM Beiel cepil noBnHeH 6yTi He 50,0 Mn
MEHLUB HOMIHANLHOIrD 06'emy
Oosa | opHoplgnicts goswn paHuyHi nokaskvikv Eur, Ph. «Pigki Bignosigas

_ANnA NepopanbHUX kpanenb  npenapary gns OpanbHOro 3acTocyBaHHA»
KomenTapi: Ymosu aBepiranHs: 36epiraTit B OpUriHaNLHINA KAPTOHHIMA YMaKOBLi Npy Temneparypi
He Bile 30°C B HegocTynHoMy ans AiTeit Micyj.
3ansa npo ceprudikauiio: Lium 5 3aceinuyio, wo HasegeHa BULLE iHOPMALA € AOCTORIPHOM Ta TOUYHOW.
Llto cepito npoaykuil 6yro supobneHo (BrNIOYAKOUM NaKYBEHHA/MADKYBAHKS) Ta NPOBEAEGHO KOHTPONk 1i
AKOCTI Ha BULLE3a3HAYSHIA AinbHAL Y NOBHIlA BiAnoB{NHOCTI 3 BUMOramMu GMP, BCTaHORNEHMMM MiCLie}f_"-*___
PEryNATOPHAM OpraHoM, a Takow BiANoBinHO A0 cneuudikalid, Lo MiCTRTLCS ¥ peecTpaLiitHoMy ZZ5e - = < 1
KpalHu-iMnopTepa. MNpoTokonw BUPOGHWLTBA, NakysaHHs Ta aHanisis Gyno nepernsiHyTo Ta BOTH
Bignosigricts GMP :
NpisBuwe Ta nocapalasanns ocobu, Aunnomosarni iHxeHep Tow
fika Bunana no3sin Ha Bunyck cepif: YnoeHosaxeHa ocoba 3 sxodi

ianuc oco6u, Aka BuAana fo3Bin Ha BUNYcCK cepii:
Hata nignucanus: 26.09.2019 Meyatb

JTaboparopis xorTpomo sxocti/ Pixapn Bittaep AI/ Qenpakipxen/ A-I;CTpI'H
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JEPHJLKCIIYKBA YKPAIHH
AEPKABHA CJIYIKBA 3 JIKAPCHKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

pyn. bepesnskisceka, 29, Kuis, 02098, Ten/gake: (044) 550-20-55, en. (044) 550-23-33
E-mail: dls.kyiv@dls.gov.ua, Kox €EIPTIOY 37079055

BUCHOBOK
Npo ARICTH BBE3ICHOro B Ykpainy nikapebkoro 3acody

17.02.2020 Ne 7791720726

ADQJIYBIH®
{nakimerysanng nikapeskoroe sacofy 3riznno 3 PECCTPALIRHAM [10CBiAMeHHAM)
Kpammi opajbui, mo 50 mu Y paarouax-kpaneabumnnsix; no 1 $axony B kapronmuiit YIaKoBLi
(bopma sunycky, nosysanus, pua nakynauns nikapcaxoro 3acoby)

Homep peectpauiiinoro nocsinuenus UA/1952/02/01 CTPOK il peectpauifinoro nocsiguenss HEOBMEXKEHHUIT
Cepin nikapeskoro sacoby Ne 1942105A KinskicTs BBesenoro nixapcskoro 3acoby 30236

Bupotrni Pixapa birraep AT, Aperpis

{HaitsenyBanis BupoGinka nikapcesKoro 3acoly, kpaina HOXOMKEHHS )

Boeseno B Vicpainy Tosapucrso 3 o6mexenoro sixnosinansuicrio "ITEPPITO
YKPAIHA", inenr. on: 37063312
(nafimenysanns ta ko 3a CJIPTIOY opHaHUnOT 0coGH alo npisaiuie, Mg, N0 Garbkon] hizusiol

ocoBu - nignpuenits, i Micue npokunas Ta peecrpauitumii nomep o6nixosoi KapTKy [1aTHHKA
nouavkis abo cepis 1a nomep Macfnopra)

lporokon sisyannnoro konrpomio sin 17.02.2020 Ne 453/6,

3a  pesyneratamu ACPHABHOTO  KOHTPOMO BCTAHORJIEHO, 1O Aikapchkuli  3aci6  BpeseHo B Ykpainy 3
AOTPHMANHAM BrMOT 3aKOHO/IABCTBA WIOAO 3a6e3rIeveis AKOCTI JliKapChKHX 3acoBin,
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Pixapa BivrHep Al
Occiaxepturpacce 7 noro 'OMETA KOHTPOJIb AKOCTI
9560 denuakipxen/ ABcTpis BITTHEP Cropivka 1 3 1

CEPTU®DIKAT AKOCTI Ne Ukr 1942105A-50/19

Haasa npogykuii: ADNYBIH®
KpalHa-imnoprep: Ykpaina
Homep peccTpauiiHoro noceiguenns: | UA/M952/02/01
TepMiH Ail: HeobMeXxeHriA

Cuna Aii/akTUBHICTb:

100 mn micTuTh: Gentiana D1 1 mn, Aconitum D6 10 mn,
Bryonia D6 10 mn, Ferrum phosphoricum D12 10 mn,
Acidum sarcolacticum D12 10 mn

Jlikapcbka doopma;

Kpanni opansHi

Po3mMip Ta Tun nakysanHA

50 mn y hnakoHax-kpanentHuUsax, 1 dnakoH-kpanenbHiuLs

B YNIaKoBLUi
Homep cepil: 1942105A
PosmMip cepil: 30240 ynakoBox
[ara BupobHuLTBA; 10/2019
Jara 3akiHyeHHs TepMiHy npuaaTtHocTi: | 10/2024

Hassu, anpecn Ta Homepu nileHsii
BCiX AiNbHULE BUPOOHULITBA Ta
KOHTPOIO sIKOCTi

Pixapa bittHep Al
Occiaxepuwrrpacce 7, A-9560 denbaxipxeH, ABCTpis
Ne: INS-480748-0022-006

Ceprudikatn BignosigHocti GMP ans
BCIX AiNbHULL, HABEOEHUX BHLLE

Ne: INS-480748-0022-007

PesynbTaTit aHanisis

MokasHuKu Bumoru srigHo cneumdikayli PesyneTatu
OpranonenTU4HUIt KOHTPOMb
I'pozopa, Bif Ge3bapeHOre A0 3NErka XOBTYBATOMO ; x
Onue KOMBOPY pimiHa Bignosigae
3anax bea cneyudpivHoro 3anaxy Bianosigae
Cmak ferkuit npucMak TUpAKUYY Bignoeinae
Qi3nyHi NoKasHuKK
FyctuHa (r/mn) 0,920 - 0,950 0,929
BMICT €TUNIOBOrO CnupTy (M) 415-445 43,1
laenTidikania
ToHkowaposa 30HW Ha xpoMaTorpami AOCNIKYBAHOrC 3paska
Xpomarorpadisi: BiANORIAAKTL 30HAM HA Bignoginae
XpomaTorpami MaTpuyHOT HACTONKK
MikpoGionoriuda yucrora
TAMC / mn < 102 1/mn
TYMC/ mn <10t 0/mn
E. coli / mn BincyHi BigcyThi/ mn
HoMminanbHuit 06'em: CepegHii 06'em Bciel cepii nopuHeH 0yTH He 50,0 mn
MEHLLE HOMIHANLHOro 06’emy
[o3a i ogHOpigHicTL Aosu I"paHu4Hi nokasnuky Eur. Ph. «Pigki Binnosinae

ONA NepopanbHUX Kpanenb

npenapatu Ans opansHoro 3acToCyBaHHA»

KomenTapi: Ymosu abepiranns: 36epiratin B opuriHansHii KapPTOHHIW ynakosLli npu TemnepaTypi
He Buiye 30°C B HEAOCTYNHOMY ANA LiTEN MicLy.

3anea Npo ceprudikawio: LjuM A 3aceiguyio, Lo HaBe/eHa BULLe indbopMaList € AOCTOBIPHOIO Ta TOYHOIO.

Liio cepito npoaywuil 6yno supoGnexo (Bkmo4aoyu NaKyBaHHA/MapKyBaHHs) Ta NPOBE/IEHO KOHTRONS 1T
AKOCTI Ha BULLIE3AZHAYEHIR AiNbHUL Y NOBHIN BIANOBIAHOCTI 3 BUMOraMu GMP, BCTaHOBNEHUMMU MicuesuM

PEryNATOpHUM OpraHoM, a Tako BiaNoBiAHo A0 cneumdikadiii, Wo MICTATLCA y peecTpaLiiiHoMy 40Cke
kpaitiu-imnoprepa. MpoToxonu BupoBHULITEA, NakyBaKHA Ta aHaniais Gyno NEPErnsaHyTo Ta BCTaHo

BignogigHicr GMP
MpisBuwe Ta nocapa/3gakyA ocobu,
fIKa BUOana no3sin Ha BUNYycK cepil:

Nianuc ocobu, sika BMOana 4O3BIN Ha BUNYCK cepii:

HOara nignucanns: 14.11.2019

Aunnomosanuii imxenep Toma i
YnosuosaxeHa 0coBa a3 AKOCTIf( < & ;
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JEPXIIKCIIYKBA
AEPKABHA CJIYXKBA 3 ITKAPCBKUX 3ACORBIB
TA ROHTPOJIIO 3A HAPKOTHKAMMJ y m. KHEBI

Bya. bepesnaxisenka, 29, Kuis, 02098, ren/axe: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua, hitps://www.dls.gov.ua, Kon CAPIIOY 37079055

BUCHOBOK
PO SIKICTh BBE3CHOTO B YKpaiHy JiKapcbKOro 3acody

19.10.202¢ Ne 55534/20/26

ADJIIYBIH®

(sadnenysanns NiKapeskore 3acoBy 30iane 3 peecTpatiiiinmM HOCBINENIINM)
Kpari opaiesi 10 50 M y gaakonax-kpaneasunsx; no 1 guaxkony B KapToHHii ynakosui

{(bopma BUNYCKY, O3VBAHHA, BUHJ| NAKYBARHA JIKAPCLKOIO 3ac00y)
Homep peecrpauiitroro nocsimuenns UA/1952/02/01 crpox nii peecrpauiiinoro nocsinuerns HeOOMeKeHHIT
Cepis sikapenkoro 3acoby Ne 2025055A KinbkicTs nRezesoro nikapcekoro zacofy 4320

Bupofnuk Pixapyn bittaep AL, Acrpis

(tafsenypanig Bupodnuka KapesROro 3acody, KPaTHa NOX0KEHAS)

Baeseno B Ykpainy '_l‘onapycmo 3 oOnexkenoe sinosinaasuicrio "HEPPITO
YEKPAIHA", inenr. xomx: 37063312

(Hakimenynauis Ta ko 3a EIPTIOY wpiuruno! ocofiu abo npizsuile, iM'a, no Gathkosi Gizaol
ocolH - nianprenis, 1T MicHe NPOAHBANIA T2 PLeCTpaltiinyi noMep 06AIK0BOT KupTKH LIATHHKL
nosarkis abo cepis ta Homep nacriopra)

[Tporoxon eizyansnoro korrpomo six 19.10.2020 X 3091/1.

3a  pesyneTATAMH  AEPAABHOIC KOHTPO/IO  BCTAHOBICHO, 1O Aixapehxuil  3acid  BeeseHo B Vkpainy 3
HOTPHMAHHAM BUMOr 30x0HOAABCTRA W00 3a0e3neueHHA AKOCT] NIKapChKHX 3acobiB.
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JEEPXIJIIKCITY)XBA
JAEPXABHA CJIYVBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

Byn. bepesnskiscbka, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPIIOY 37079055

BUCHOBOK
Npo AKiCTHL BBe3eHOro B YKpainy JiikapcbKoro 3acody

22.02.2022 Ne 9607/22/26

AD®JIVBIH®

(ualiMeHyBanis JiKapcbKoro 3acoby 3riiHO 3 peccTPaLliHHHM NOCBIAMCHHAM)
Kpamii opaasHi no 50 ma, y paaxonax-kpaneasuuusx; mo 1 ¢paaxony B kapronsnii
YHakoBuUi

(popma BHIYCKY, JI03yBaHHA, Bl NaKyBaHHA Nikapcekoro 3acoby)
Howmep peectpauiiinoro nocsinuenns UA/1952/02/01 crpok aii peectpauiiinoro nocsinuenns HCOOMEKEHHH
Cepia nikapcskoro 3acoby Ne 2147098A KinbkicTs BBe3eHOro nikapcskoro 3acoby 8640

Bupobuuk Pixapa Birtaep AI', ABcTpist

(naiiMenyBanus BUpOGHMKA NiKapchkoro 3acoly, KpaiHa NOXOMKCHHS)

Bee3eHo B YkpaiHy TosapucTBo 3 o6mexenoro BianosinaasnicTio "IEPPIIO
YKPATHA", inent. xon: 37063312

(nalimMenysanns Ta ko 3a CJIPITIOY opuamunoi ocobu abo npissuuie, im'a, no Gatekosi
Qisnunoi 0cobH - nianpuemud, i Micue npoxusanns Ta peecrpauiinui Homep o6nikosoi
KapTKH IUIATHHKA 110aTKiB a60 cepis Ta HOMEp Nacnopra)

TMpotokoa Bisyaasnoro kourpoao sia 22.02.2022 Ne 609/1.

3a pesy/isTAaTaMM [EPXKABHOTO KOHTPONIO BCTAHOBNEHO, WO Aikapcbkui 3aci6 BeeseHo B Vkpainy 3

JOTPHMAHHHAM sBuMor o0 3abe3neueHHa AKOCTi Jii bKHX 3ac00iB.

Muxona XOJIOAEHKO

(nocazosa ocoba op J Jt&:xtdl% 2 g (nianue) (iniuianu Ta npissuuLe)




Pixapa bittHep Al

Occiaxepwrpacce 7 noro OMETA KOHTPOIb AKOCTI
9560 PenbaxipxeH/ ABCTpin BITTHEP CropiHka 13 1
CEPTUDIKAT AKOCTI Ne Ukr 2147098A-50/21
Hasea npoaykuir: ADPNYBIH®
KpaTHa-imnopTtep: YKpaiHa
Homep peecTpauiiHoro nocBig4YeHHs: UA/1952/02/01
TepwMiH gii: HeobBMeXeHWA

Cuna Aii/fakTUBHICTL:

100 mn MmictuTe: Gentiana D1 1 mn, Aconitum D6 10 mn,
Bryonia D6 10 mn, Ferrum phosphoricum D12 10 mn,
Acidum sarcolacticum D12 10 mn

Jikapckka dopma: Kpanni opan.Hi

Po3aMip Ta TUN NakyBaHHA 50 mMn y cdonakoHax-kpanenbHUUAX, 1 pnakoH B ynakosLi
Homep cepil: 2147098A

PoaMip cepil: 50784 ynakoBku
Nata supobHULTBA: 12/2021
Jata 3akiHyeHHs1 TepMiHy npuaatHocTi: | 12/2026

HaaBu, agpec Ta HoMep# nNiLeHsii
BCiX AiNbHULL BUpoBHULTBa Ta
KOHTpoOrio SKOCTI

Pixapa BitTHep Al
Occiaxepwtpacce 7, A-9560 ®enbaxipxeH, ABCTpis
Neo: INS-480748-0023-006

CepTudikatu BignosigHocti GMP gns
BCiX AiNbHUUb, HaBeaeHUX Bullle

Ne: INS-480748-0028-001

Pe3ynsTatv aHanisis

NMoka3Huku Bumoru 3rigHo cneumndikauil Peaynutatn
OpraHonenTUYHWIA KOHTPOSb
Onuc MNpo3opa, BiQ GeaﬁkgE::g;opﬁuigema XOBTYBaTOro Bignoeigae
3anax bes cneuudivHoro sanaxy Bignoeinae
DiznyHI NOKA3HUKK
Myctuxa (r/mn) 0,920 - 0,950 0,929
BmicT eTunoBoro cnupTy (M/M) 415-445 43,0
lpeHTUdgikauin
ToHkoluapoBa 3oHu Ha XpomarorpaMi JocnifpKyBaHOro 3paska
XpomaTtorpadisi: BiAMORBIAAOTL 30HaM Ha Bignosigae
XpomMaTorpami MaTpu4HOT HacTOMKK
Mikpo6GionoriyHa uicToTa
TAMC / mn < 10? 1/mn
TYMC/ mn <10’ O/mn
E. coli / mn BincyTHi BigcyTHi/ Mn
HomiHanbHMi 06’eMm: CepepHiii 06’eM Bciel cepil noBUHeH 6yTK He 50,0 mn
MeHLLe HoMiHanbHoro o6’eMy
Hdosa i oaHopigHicTL [03M MpaHu4Hi NnokasHUkKM Eur. Ph. «Pigki Bignosigae

Ans nepopanLHUX Kpanenb

npenapaTtu Ans oparbHOro 3acTocyBaHHsA»

KomeHTapi: YMoB#K 36epiraHHsa: 36epirati B opyriHanbHiA KapToHHIA ynakoBLi Npy TeMneparypi
He Bulle 30°C B HepocTynHOMY Ans AiTeid MicLyi.

3anBa npo ceprudikayilo: Lium A saceinuyio, o HaBeaeHa BuLLe iHdopMaLlisi € JOCTOBIPHOIO Ta TOUHOID.
Lito cepito npoaykuil 6yrno BupoBreHo (BKMioYaloun NakyBaHHS/MapKyBaHHs1) Ta NpoBefeHo KOHTporb T
SIKOCTi Ha BULLIe3a3HaueHIA AiNbHKLY Y NoBHIK BianosiaHocTi 3 BuMoramn GMP, BcraHoBNEHWMI MicLIeBUM
perynarTopHUM opraHoMm, a TakoX BiAnosigHo Ao cneumdikaLliid, Lo MICTATLCS Y peecTpaLjiiHOMY [oche
KpaiHu-iMniopTepa. MNpoTokonu BupoBHULITBA, NakyBaHHA Ta aHanisie 6yno nepermnyro Ta BCTaHORNeHo

sBianosigHicTk GMP
Mpisemue Ta nocapga/aeaHHA ocobu,
sika Buaana no3sin Ha BUNycK cepii:

Mianuc ocobu, sika BuAana AO3BIN Ha BUNYCK cepii: [l

Data nignucanun: 11.01.2022

MevaTtb




Pixapg bittHep Al
Occiaxepwrpacce 7
9560 ®enbakipxeH/ AscTpis

noro OMETA

BITTHEP

KOHTPOINb AKOCTI
CropiHka 13 1

CEPTU®DIKAT AKOCTI Ne Ukr 2230034A-50/22

Hassa npoaykuii: APNYBIH®
KpaiHa-imnopTtep: YKpaiHa
Homep peecTpauinHOro NOCBig4eHHs: UA/1952/02/01
TepmiH ait: HeobMexeHWn

Cwuna Aii/akTUBHICTb:

100 mn mictuTb: Gentiana D1 1 mn, Aconitum D6 10 mn,
Bryonia D6 10 mn, Ferrum phosphoricum D12 10 mn,
Acidum sarcolacticum D12 10 mn

TNikapcbka hopma:

Kpanni opanbHi

Poamip Ta TMN NakyeaHHs

50 mn y hnakoHax-kpaneneHnusax, 1 ¢pnakoH B ynakosLUi

Homep cepii: 2230034A
Poawmip cepii: 21600 ynakoBku
NaTta BupobHuuTBEa: 07/2022

[aTa 3akiHdeHHs1 TepMmiHy npuaaTtHocti: | 07/2027

Haseu, agpecu Ta HOMepu NiLEH3INn
BCiX AinbHUUb BMpoOHMLUTBA Ta
KOHTPONK AKOCTI

Pixapa BittHep Al
Occiaxepuwrpacce 7, A-9560 ®enbakipxeH, ABCTpia
Ne: INS-480748-0023-006

Ceptudpikatn signosigHocti GMP gna
BCiX OiNbHWUb, HABEAEHUX BULLE

Ne: INS-480748-0028-001

Pe3ynbTatu aHanisis

MokasHUKK Bumorwm 3rigHo cneuudikauir PeaynbTaTtn
OpraHonenTUYHUI1 KOHTPOSb
Onue Mpo3sopa, BiA ﬁeafﬁﬁ:gg;opﬁ“ij;ema XKOBTYBATOro Bignosigac
3anax Bez cneundivyHoro sanaxy Bignosigae
Di3nYHi NOKa3HUKK
yctuHa (r/mn) 0,920 - 0,950 0,929
BMicT eTMnoBoro cnupty (M/M) 41,5-445 43,1
laeHTUchikauia
ToHKowapoBea 30HK Ha XxpomaTtorpami AocniaXKyBaHoro 3paska
Xpomarorpadis: BiQNOBiAaTh 30HaM Ha Bignoeinae
XpomaTtorpami MaTpu4HOT HacTONKK
Mikpo6ionoriyHa uucroTa
TAMC / mn <10? 0/mn
TYMC/ mn <10’ 0/mn
E. coli/ mn BincyTHi BigcyTHi/ mn
HomiHanbHuin 06’em: CepepgHin 06'em BCieT cepil noBuHEH ByTH He 50,0 mn
MeHLUe HOMiHanbLHoro o6’emy
Hos3a i oagHopigHicTL A[o03M "paHun4Hi nokasHukn Eur. Ph. «Piaki Bignosigae

AnAa nepopanbHUX Kpanenb

npenapaTtu ana opanbHOro 3acCtocyBaHHA»

KomeHTapi: YmoBu 3bepiraHHsa: 36epiratv B opuriHanbHiA KapTOHHIA ynakosLUi Npy Temneparypi
He BuLle 30°C B HeOOCTYNHOMY ANS AiTel micLi.

3aaBa npo ceprudikauito: Lium s 3aceiguyto, WO HaBeaeHa ByLLE iHhopMauia € A0CTOBIPHOK Ta TOHHOI.
Llto cepito npoaykuii 6yno BMpobneHo (BKNKHYAKYM NaKyBaHHA/MapKyBaHHS) Ta NPOBEAEHO KOHTPONb T
SKOCTI Ha BULLE3asHaueHil OinbHuUi y NoBHIM BignosigHocTi 3 Bumoramm GMP, BCTaHOBNEHMMW MiCLEBUM
perynsTopHUM OpraHoMm, a Takox BignoeigHo A0 crneumdikaLii, LWo MICTATLCA Y peecTpauifHoOMy OOCkHE
KpaiHu-imnopTepa. MNpoTokonn BMpoOHULITBA, NakyBaHHA Ta aHanisie 6yno nepernaHyTo Ta BCTaHOEJ'IE.‘HO

BianosigHicTe GMP
Mpizenwe Ta nocapal/aBaHHA ocobum,
fiKa BMaana no3sin Ha BUNYCK cepii:

Mignuc ocobn, Aka Buaana [4o3sin Ha BUNYCK cepii:

Harta nignucanna: 06.09.2022

[OunnomosaHuii IHmePep Lm\nab -bcxj'!;,,}
YNoBHOBaXeHa Ocnf‘ 33 HKOCTI
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JIEPXJIIKCITY)XBA
JNEPY)KABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
ByJ1. Bepeanskiscbka, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https:/www.dls.gov.ua, Koa €JIPI1I0Y 37079055

BUCHOBOK
Npo SIKiCTH BBE3eHOro B YKpaiHy JiKapcbKoro 3acoly

27.01.2023 Ne 3478/23/2611

ADJIYBIH®

(HafiMenyBaHHs NikapcsKoro 3acoly 3riano 3 peecTpaLlifHUM NMOCBLAYEHHAM)
Kpamni opaabHi, no S0 ma JaKonax-KpaneabHuusx; no 1 ¢gjakony B Ka TOHHINI YHAKOBUI
(popma BHITYCKY, J03YBAHHS, BHIL NAKYBaHHS nikapcukoro 3acoGy)

Homep peecTpauiifHOro nocsiA4eHHs UA/1952/02/01 erpok aif peecTpauiiioro nocsinuents HEOOMEKEHHH
Cepis nikapcbkoro 3acoby Ne 2230034A KinbkicTh BBe3eHOr0 Jikapcbkoro 3acoby 4320

Bupo6uuk Pixapn Bittnep AI, ABctpis

(nafimenypaiiis BHpoGHKMKA AiKapeLKoro 3acoly, kpaika NOXO/UKCHHA)

BeeseHo B Ykpaiy ToBapucTBO 3 0GMEAKEHOIO BIANOBIAAIBHICTIO "MEPPITO
VKPAIHA", inent. xon: 37063312

(nafimenysanns Ta koa 3a CJIPTIOY opuanunol ocobu abo npizsuute, iM'A, N0 GaTukosi dizuunol
0cobu - niAnpHeMLS, Ti MicLE NPOKHBAHHA Ta peecTpauifinuit Homep 0061iK0BOT KAPTKH MJATHHKA
noaatkis a6o cepis Ta HoMep nacnopTa)

3a pesyiabTaTamH e Or0 KOHTPOMO BCTAHOBJEHO, WO JIiKAPCLKHIt 3aciG BBezeHo B VYKpaiHy 3

aBCTBA 110410 3a6e3neuents AKOCTAIKapchbKkHX 3aco0iB.
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Muxkona XOJIOAEHKO

0J110) (nianmc) (imitianu T2 NpizsMILLE)
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