AT

2200000 444677

- CEPTU®UKAT CEPUM FOTOBOW MPOAYKLIUM
(nexapcTeeHHble npenapate! ans MeAuuuHCcKoro npuMeHenus) Ne 1 134

Arpu petckuit TabneTku ans paccacelBanns 20 TabneTok B KOHTYPHOM
SYEeNKOBOI ynakoBke NO1 (cocras N21) u 20 Tabnertok B KOHTYPHOW
SIYEKOBOM ynakoske N2 (coctas N22) ¢ uHcTpykumedt no

NPUMEHeHuo B l{apTOHHOVI MayKe
Hassanue, nekapctaeHHas (opma, pasmep YNaKoBKK

Crpana HasHauenus: POCCUS

Homep cepuu: 8960921

Hara npouseoactea:  15.09.2021

Cpok I'OAHC;GTM roned go:.  15.09.2024

Konudyectso ynakosok 8 cepun: 61 810 wT

Homep PY: P N000419/02 Aara peructpauuu: 29,08.2008

HA: ©CM P N000419/02-250110 ot 25.01.2010 n3M.N°1,2,3

Hactosawwum s ynocroeepsio, uto Bce CTaann NPOU3BOACTBA CepUM roTOBOM NPOAYKLMM
TIekapCTBEHHOro npenapara Ansi MeAULIMHCKOrO NPUMEeHeHUs BbIMONHANNUCL B NOMHOM
cooTeBeTcTBUM C TpebosaHuamMu GMP u PEerucTpaLynoHHbIM focke,

=~ YnonHoMoueHHoe nuuo: | .~ IKpoxuHa E.B./
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" Crpana ~ npoussoautens: Poccuiickan depepauus

Howmep pervcTpauuonHoro yaocrosepenus:

Qoaunpoeka: Coctas Net (Ha 1 Tabnetky):

KowutypHas sueiikosa

AKTUBHBIE KOMNOHEHT bl

Aconitum napellus (Aconitum)

Arsenum iodatum
Atropa belladonna
Ferrum phosphoricum

BCNoMoraTenesHble KOMNOHEHTbI:

Naxrossl

Uenmonoasi MukpokpucTannuyeckoi
Marnus creapara - gocratouHoe konuuecTso

Ao

Hosuposka: Cocras

A ynakoska Ne1

) CEPTU®MKAT KAYECTBA Ne 896
: «ATPW QETCKMM» Ned0

P N000419/02 ot 29.08.2008, (aaTa 3ameHsi 30.03.2012), cpok AeACTanA He arpaHuyeH.

Ne2 (4a 1 TabneTxy);

KonTypHas avelikosas ynakoska Ne2

BKTUBHbIS KOMNOHBHTI:
C30 Bryonia dioica C30
C30 Pulsatilla pratensis (Pulsatilla) C30
C30 Hepar sulfuris (Hepar sulfuris calcareu G30
C30
OMOTr. NbHbI® KOmMN
Nakroasl

nonyJexus Tabnetku maccoi 0,24 r

flexapcreennan dopma: TabneTtkun romeonatuieckue

Eaaugg W _TWN YNaKoBKW:

OnLY anNOMIUHHEBOR U
doneri anoMuHueBoi.

MEAMUMHCKOMY NPUMEHEHUIO NOMELLEHBI B navKy 13 KapToHa.

il wu: 6

Homep cepuu: 8960921,
Qara npowssogcrea: 15.09.2021

Oara OKOHYEHWA CPOKA rOAHOCTY:

ec: 000 «HM® «Matepua Meauka Xenauur». Poccus,

i

1810 wr.

rogex go: 15.09.2024

127473, r. Mockaa, 3-i CamoTeuHsili nep., a. 9, Tenedbor/chakc: +7 (495) 684-43-33

Agpec npoussoacteerHoi nnowaakw: Poccus, r. Hensbuxck, yn. Byrypycnadckas, 4. 54

Tuuensun: Ne 00432-11C ot 02 chespans 2021 r., BbigaHHan Muxuere

Uennionossl MukpokpMCTannnieckoi
Marnus CTeapaTa — A0CTaToyHOe KONUYecTBO

AO nonyyeHun Tabnertku maccon 0,24 r

Mo 20 TaBneTok B KOHTYPHOR AYEHKOBOM ynakoeke Ne1 (coctas N2 1) us nnemku NONUBUHUNXIOPUAHON K
no 20 TabneTok B KOHTYPHO# AYeRKoBON ynakoexke Ne2 (coctae N2 2) ua nnewku NONUBUHUNXNOPUGHON U
KoHTypHas sueiikosas ynakoexa Nei u KOHTYpHaA Aveikosan

ynakoeka Ne2 BMecre ¢ WHCTpykuueih no

PCTEOM NPOMBILLNEHHOCTH W TOproenyw Poccuiickoi Gegepayuu

peaktueom  (peaktus  denudra).  [lomkHO
Habniojatsca BhINAZEHWE 0CagKa OPAHKEBO-
KpacHoro ysera.

Pesynbrarst avanuaa:
Mokasarenu TpeGosaHua P N0O00419/02-250110, uam.1-3 PeaynbTarth! MCNLITAHMIA
Onucaxue Tabnetkn  NNOCKOUNTAHAPUYECKON topmel ¢ [Coctas Ne 1. Tabnertin NAIOCKOLMIMHA PUIECKOR
thackoit, Genore unn noutw Genoro usera. hopmbl ¢ ackoii, Bencro ysera.
Cocras Ne¢ 2. TaBnerku MAOCKOUMNHHAPUYECKOR
chopmbi ¢ _dhackoil, Genoro Lsera,
MoanuxHocTs Peaxuun Ha naxtoly ¢ MegHo-TapTpaTHiM | Cocras Ne 1.CooteeTcTayer

Cocrae Ne 2.CooteeTcTayeT

OpHOpPOAHOCTL Macchl
Tabnetok

Mcnwitarue nposoasT 8 coorsetcrenmm ¢
Tpebosanuamn I'd Xill, 1. I, OPC.1.4.2.0009.15
«OpgHopoaHoCT Macehb| AO3UPOBAHHBLIX
neKapcTeeHHsIx chopms,

HonycTumoe OTKNOHEHME MaCChi  OTAENbHBIX
rafnetok or cpeaHeit maccel ans 18 us 20
Tabnetok cocrasnser * 5 % AonycTumoe
OTKNOHeHWEe Macchi OTAenbHbiX Tabnerok or
cpeaHeid maccel ana 2 us 20 Tabnerok
cocrasnser £ 10 %,

Cocras N2 1.CpeaHnan macca: 0,240 r
Otknoxenus: ot -0,42% po +0,83%
Cacras Ne 2. Cpeansn macca: 0,240 r
Ortknovenns: ot -0,83% po +1.67%
Cooraercreyer TpeGosanuam XIil, T. 11,
0®C.1.4.2.0009.15 «OAHOPOAHOCTL MACCHI
AO3UPCBAHHbIX NEKaPCTBEHHBIX OPM».

PacnapnaemocTs

He Gonee 15 MUHYT, C NPUMEHEHHEM JUCKDB,
Weneiranme  npoeopaT B cooTReTCTEBMM  C
TpeGosanHusmn P Xill, T. I, OPC1.4.2.0013.15
«Pacnagaemoctb TabneTok v kancyn».

Cocras Ne 1.4 munyTsi 19 cexyma

Cocras Ne 2.4 MuHyTs! 40 cekyHg
Coortsetcrayer TpeGosanuam I'd X, T. 1I,
09C.1.4.2.0013.15 «PacnagaemocTs TabneTok u
kancyn»

MukpoBuonoruyeckan
4yucroTa

Metog 1. UcneiTanne npoBOAAT B COOTBETCTEMN C
TpeSosanuamu e Xill, 1. [, 09C.1.2.4.0002.15
«MukpoGuonorudeckan yncrotan (kateropua 3A).

Cocras Ne 1. CootseTcTayer TpeGosaHuam [ XIII, T.
I, 0®C.1.2.4.0002.15 (kaTeropua 3A). obwee uucno
aapobHbiX MUKpoopraHramos — meree 10 KOE B 1 1:
ofyee YMCNO APONOKEBBIX M NNECHeBLIX rpUBOB —
meHee 10KOEB 1T,

B8 1r oTeyrerayiot Escherichia coli, Pseudomonas
aeruginosa, Staphylococcus aureus,

auTepobakrepun, yeroituuesie K xenuun (metog 1).

Cocras Ne 2. Cootaercrayer TpeGosanuam M® XIil, 1.
1, 09C.1.2.4.0002.15 (xaTeropus 3A): ofuiee yucno
a3pobHeIX MUKPOOPraHuamos — merxee 10 KOE s 11
obLyee YHCNO 4POXOKEBLIX M NNecHeskIX rpubos ~
MeHee 10KOE B 1T

8 1 r otcyrcreywT Escharichia coli, Pseudomonas
aeruginosa, Staphylococcus aureus,
3HTepobakTepuu, yeToiumesie K wenuu (Metog 1).

Ceprngpuxar xavecrsa NaB96 ot 04,10 2021

Crparwya 1 wa 2



g S,

.
T

Pe3ynbTaTtel HCNbITaHWR

TpeGosanua P N000419/02-250110, nam.1-3 i
o 20 TabneTox B KOHTYPHOM Aueiikosod ynakoske | Mo 20 TabneTok B KOHTYPHO# AYeAKOBOA ynakoske
[ Ne1 (cocras Ne 1) na nneHku | Ne1 (coctas Ne 1) ua nnexku NONUBMHANXNOPUAHOMH
o MONMBHHUNXNOPMAHOR W hoNbri ANIOMAHMEBOH U | W GYONLMHK anioMKUHWeBoM U no 20 TabneTok B
no 20 TabneTok B KOHTYPHOR AYeKOBON ynakoake KOHTYpHO#R AuedtkoBoll ynakoake Ne2 (coctas Ne 2)
Ne2 (cocras Ne 2) n3 TEHKK | W3 NAGHKN NONMBUHINXNOPHAHORA U honbru
NONUBHHMNXNOPMAHOA ¥ $ONbIM anioMuHWesol, | aniomuHneso, KonTypHyio ayeitkoayio ynaxosky
KOHTYpHYIO AueitkoByio ynakosky Na1 n KOHTYPHYI0 | Ne1 W KOHTYPHYIO AMeitkoBYI0 ynakoaky Ne2 smecTe ¢
f fAueitkosyio ynakosky Ne2 emecte ¢ MHCTDYKUMeR | MHCTPYKUWe# no MEAHUHUHCKOMY NPUMEHEHHIO
No MeAMLMHCKOMY NPUMEHEHWI nOMeLanT 8 NOMELLaloT B NaYky K3 kapToHa.
NauKy W3 KapToHa. Coorserctayer
Xpanenne Mpw remneparype He suie 25 °C. Mpu Temnepatype He Bbiwe 25 °C.
Cootsercreyer :
Mapxuposka Ha xoHTypHoit AveiikoBOR ynakoBke ykasweaioT: | Ha KOHTYPHOW suelixoBod ynakoeke ykaaano:
HaasaHWe npenapaTa, NeKapcTBEHHYID bopMy, | HaleaHMe npenapaTa, nexapcrteeHHan opma,
HAUM@HOBaHHS NPOU3IBOAUTENA W 6ro TOBAPHLIA | HAMMEHOBBHME NPOWIBOAWTENA W ero TOBAPHbIA
| 3HaK, HOMep KOHTYpHO# A4YENKOBOA ynaxoBkM, | aHax, HOMED KOHTYPHOIt AueikoBOIl ynaxoeku, HOmep
HOMEp Capu#, CPOK rofHOCTH («fo ...»). COPUH, CPOK rogHOCTH («f0 ...»),
Ha kapToHHOA navke yxaswiBaioT: HaumeHoBaHue, | Ha KBPTOHHOA nauke ykasaHO: HaWMeHOBAHMe,
aapec, TenedioH/cbakc npoussoAMTENs W ero agpec, Tenedhow/hakc npPoMIBOAMTENA W ero
TOBapHLIA  3HaK,  HaaBaHue npenapara, | ToBapHbIi 3HaK, Haisauue npenapara,
NekapcTBeHHYID (OpMy, COCTAB npenapata no | nexapcTeeHHas thopma, coctas npenapata no
TePMUHONOTUM,  NPUHATOA B romeonaTiy, | TepMuHONOrMM, NPUHATOR B romeonaTtuu,
Konhyecrso TaGneTok B ynaxoske, «Cnoco6 | konuqectso Tabneroxk B ynakoeke, «Cnocob
NPUMBHBHUA W  AO3L CM. WHCTPYKUMIO MO | NPUMEHEHMA ¥  Ao3bi: €M. MHCTPYKUWIO no
MEAWLAHCKOMY NPUMBHEHWIO BHYTPU YNGKoBKUD, | MBAMLMHCKOMY NPUMBHBHUIO BHYTPU YNaKoBKU»,
YGNOBWA OTNycKka, YCNOBMA XpaHeHuR, «XpaHuTs B | ycnosus OTNYCKE, YCNOBUA XpPaHeHWA, «XpaHuTb B
HeAOCTYNHOM Ans AeTeit MecTe», | HeAOCTYNHOM ANRA Aeteit MmecTes,
«loMeonaTnyeckoe nekapcTeeHHoe OpeAcTaO», | «loMeonaTMyeckoe rexapeTBeHHOS CPeACTBO»,
«llpumenneTca npu rpunne M npocTyae y Aeteil «Mpumennetca npu rpunne u npocTyae y peted
crapwe 1 ropas, capm-koa (rpacuveckuid u crapwe 1 ronas, capm-kos (rpacuueckud w
uvpoBoits, Homep cepuu  (xCepun: «®), | UuhpoBoil», Homep  cepum («Copur: ...»),
rnoGansHeiil Homep ToBapa GTIN (¢GTIN ...»), | rnoGansHuiit HoMep ToBapa GTIN («GTIN ...»),
PErUCTPaUMOHHLIA HOMEp, WTPUX-KOf, CPeACTBO PErucTpauMOHHLIA HOMEp, |WTpnx-kod, CpeacTso
naeHTUchukauun (2D xof B MAWMHOUMTAEMON naeHTUthukaUMM (2D K04 | B  MAELUMHOMMTAEMOi
topme), opwme).
CoorseTtcreyer
Cpox rogHocTH 3 ropa Cooteetcreyer

KommenTapuu: YxazaHHan 8 HacToRlem cepruchukare ce,

Ham.1-3.

3anenetme o cepTudMkauMK: DTuM A cBMgETENsCTBYI,

npoaykuui Gbina npoulsegeHa

npasunami GMP u gocbe cneundukaumit ana uccneayemoro
e GMP ycraHosneHo.

PacCMOTPEHbI M
HauaneHuk OKK:
QDara:

04 oxtabpa 2021

Coprpusar xavecTea NeS9S ot 04,10.2021

(Bxniovan ynakoBKy/MapkupoBKy)

Kapnosa E.A.

UTO NpUBEAEHHAR Bbile WHGIOPMALMA AOCTOBEPHA M TOuHA.
M KOHTPONL €@ Ka4ecTea BLINONHEH B MOSHOM GOOTBETCTBUM
JIC. MpoTokonul npouasoactsa, ynaxosku ¥ aWanusos Gbinu

PHA NpenapaTta CoOTBOTCTBYeT TpeboBanuam P N00§41 9/02-250110,

Ora cepua

il

Crpanvys 2 ua 2




