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CEPTUDUKAT CEPUU FrOTOBON nPOOYKLIUN
(nexapcTBeHHbIe npenapare! Ans MeaUUUMHCKOTO npumenenus) Ne 1 150

Arpu Tabnetku ans paccacbiBanus 20 TabneTok B KOHTYpPHOIA
S4eikoBOI ynakoBke N21 (coctae N21) u 20 TabneTok B KOHTYPHOW
s4eikoBoi ynakoeke N22 (coctas N22) ¢ WHCTPYKLM1el no

NPUMEHEHWIO B KAPTOHHOW nauke
HasBanue, nekapcreerHasn gopma, pasmep ynakoeku

CrtpaHa HasHauenus: PQCCUS

Homep cepun: 8970921

Aara npoussogerea: 17.09,2021

Cpok rogHocTu rogeH go: 17.09.2024

Konuuectso ynakosok B cepuu: 61 771 wT

Homep PY: P N001565/01 Aara peructpauum: 27,01,2009

HA: ©CN P N001565/01-270109 ot 27.01.2009 n3mM.N91,2,3 4

HacTosiwum s ynocToeepsio, 4To Bce cTaauu npoussoacTsa Cepuu roToBoR npoayKuun
NekapCcTBeHHOro npenapara Ana MeAULMHCKOTO NPUMEHEHWUS BbINOSHANNCH B NONHOM
cooTBeTCTBUM ¢ TpebosaHuamu GMP U pervcTpauMoHHbLIM Aocke.
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Haseauue npenapara: «AFPU»
Crpana - npowssoauTens: Poccuiickan Peaepaumn

HomMep perucTpauMoHHOro YAOCTOBEPEHNS:
HOoauposka: Cocras Ne1 (Ha 1 Tabnetky):
KoHTypHan aueiikosas ynakoska Nei

AKTUBHbLIE KOMNOHEHTLI:

Aconitum napellus (Aconitum)

Arsenum icdatum

Toxicodendron quercifolium

(Rhus toxicodendron)

BCNOMOraTenbHLIe BEUIeCTBA:

NaxTo3ssl

Llennionoas MMKpoOKPHCTANNUYECKOH

MarHua creapara

CEPTU®WKAT KAYECTBA Ne 897

Ne40

AKTUBHbIE KOMNOHEHTHI:

P N001565/01 ot 27.01.2009 (aaTa aamensl 30.03.2012), cpok aeficTeus He OTPaHNYEH.

Josnpoeka: Coctas Ne2 (Ha 1 TabneTxy):
KonTypHan sueilkoBan ynakoska Ne2

C200 Bryonia dioica C200
C200 Hepar sulfuris (Hepar sulfuris caicareum) €200
C200 Phytolacca americana, Phytolacca C200
BCNOMOrarenbHbie BeulecTaa:
NakTossl

A0CTATOMHOE KONUYECTBO
A0 nonyyeHus TabneTku
maccon 0,24 r

[lexapcTeennan dopma: Tabnerkn 4ns paccacsiBaHua
Paamep u tvn ynaxosku: no 20 TabBneTok B KCHTYPHO RYeKoBO ynakoBke Ne 1 (coctas N2 1) ua nneHku NONUBMHUNXNOPUAHON W
thonkru anioMuHuesci u no 20 Tabnertok B KOHTYpHOW AveiikoBoi ynakoBke Ne 2 (coctae Ne 2) w3 nnewku NONUBUHUNXITOPUAHOW W
onbri anioMuHueBoi. KouTypHas suedkosan ynakoska N2 1 u KOHTYpHaA fAveiikoBas ynaxoeka N2 2 BMECTE C MHGTPyKUMeR no
MEAMLMHCKOMY NPUMEHEHWIO NOMELUeHbI B NaYKY U3 KapToHa,

Konuuectso ynakosok & cepuu:

Homep cepuu: 8970021,

61771 wm.

Oara npouseoacrea: 17.09.2021

Lara oxoHJaKKA CpOKA roAHOCTH: roaeH A0; 17.09.2024
{Opunuueckuit anpec: OO0 «HMD «Marepua Mesuka XonauHr, Poccun,
127473, r. Mockea, 3-it CamoTeuHslit nep., 4. 9, Tenedon/chake: +7 (495) 684-43-33

Duuensus: Ne 00432-N1C or 02 despann 2021 r., BbiganHas MUHUCTe

Pesynerars asanusa:

: Poceus, r. Yenabukck, yn. Byrypycnaxckas, 4. 54

Uennonoael MukpoKkpucTannyeckoi
Maruun creapara

AOCTATOMHOE KONMUYEecTBOo
A0 nonyyeHus Tabnertku
Maccon 0,24 r

PCTBOM NPOMBILLINGHHOCTY U TOprosnu Poccuiickoi ®eaepauuu

Noxasarenu TpeBosanus P N001565/01-270109, nam.14 Pe3ynbTaTh! ucnbitaHmi
Onucaxne Tabnetku nnockoUMNuHApU4eckor opMel C backom, | Coctas Ne 1.TabneTkn MNOCKOUMNUHAPUHECKOR
6enoro unu noutu Genoro uysera. thopmsl ¢ thackoi, Genoro yserta.
Cocras Ne 2.TabneTki NNOCKOLMAKHAPUYECKOR
dopmei ¢ chackoit, Genoro ugera.
NoanuHHoCTL KauecTeeHHan peakuvsi C MEAHO-TAPTPATHLIM DEaKTMBOM 1.CooTeetcTayer.

(peaktvBom ®enura). Buinagaer ocagok

KpacHoro userta (naxkroaa).

OpaHXeBso-

2.Cooreercrayer.

OaHOPOAHOCTL MACChI
Tabnerox

VicneiTaine NpoBOAAT B COOTBETCTBMM C TPEOOBAHNAMN

re Xiil, 7. I, 09C.1.4.2.0009.15.

AonycTMMOE OTKNOHEHWE MacChl OTAENLHLIX Tabnetok or
cpegHen maccel ansa 18 u3 20 TabneToKk coCTaBnAeTt
t 75 %; AONYCTHMOE OTKNOHEHWE MACChli OTAENbHBIX
TabneTox OT cpesHed maccs! ana 2 w3 20 Tabnerok
cocragnrer + 15 %.

Cocras Ne 1.CpeaHsa Macca: 0,239 r
OTknonenun: ot - 0,84 % go + 1,26 %
Cocras Ne 2. CpeaHas macca: 0,240 r
Orxnoxenns: ot - 0,83 % go + 1,25 %
Cooveercreyer TpeSosaHuam ' Xill, 1. 1,
0®C.1.4.2.0009.15

Pacnagaemocts

He Bonee 15 munyT.
YicnbiTaHue NposogaT B COOTBETCTEMM ¢ TPEGOBAHMAMM
e X, 1. ll, O®C.1.4.2,0013.15

Cocrae Ne 1. 4 MuHyTb! 18 cexyHg

Cocras Ne 2. 4 MuHyThl 43 cekyna
Cooreercteyer TpeBosanuam I'e Xill, 1. I,
Q®C.1.4.2.0013.15,

Mukpobuonoruyueckas
yucToTa

Metoa 1. WcnbitaHme npoBOART B COOTBETCTBMW G
TpeGosanuamu I Xli, 1. |, 0©C.1.2.4.0002.15 (xateropus
3A).

Cocras Ne 1.

Cootserctayer tpeGosanuam e X, 7. |,
O®C.1.2.4.0002.15 (kareropus 3A);

oblee 4McNo adpobHbiX MMKDOOPraHMIMoB —
mexee 10KOEB 1T;

ofLuee YMCHO APONOKEBLIX W NNEcHeBLIX rputos —
meHee 10KOEB 1T,

B 11 oTCcyTeTBYIOT Escherichia coli,

Cocras Ne 2.

Coorsercreyer TtpeGosaHmsm Id  Xiil,
O®C.1.2.4.0002.15 (kateropun 3A);
oflee 4MCNO aopoGHLIX MUKPOOPraHWIMOB —
meHee 10KOEB 11;

obLee YHCNO APONOKEBLIX U NNECHeBLIX rpubos —
menee 10KOEs 1T,

B 1 r oTcyreTByioT Escherichia coli.
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Moxazarenu TpeGosanua P N001565/01-270109, nam.1-4 Pe3ynsTaThl HCNBITAHKIA
Ynakoska Mo 20 Ta6netok B KOHTYpHORA AYelkosoi ynakoeke Ne 1| CooTeetcrayer
(coctas Ne 1) Ma nnewkn nonmeuxunxnopuaHoh u | o 20 TaBnerok B koHTYpHOR Auelikosoil
dhonbrH anOMMHIEBOA # NO 20 TaGNETOK B KOHTYPHOR :E;m:ﬁnrm:og:m; ;"'“q;gn':‘r:‘;;’g‘:“mwa
Aueitkosoil ynaxoske Ne 2 (cocras Ne 2) w3 nnem:l # no 20 Tabnerok 8 KOHTYPHOR Aveiixoroil
NONWBHHUNXNOPHAHOR M dhonsru  ANIOMUHUEBOR, ynakoexke Ne 2 (cocTas N2 2) 3 nniemk
KOHTYpHAR A4eAkoBaA ynakoska N2 1 # KOHTYpHaA NONWBUHKNXNOPHAHOR ‘“ thonbm
aueilkosan ynakoeka Ne 2 Bmecte ¢ WHCTPYKuMedl Mo |anioMUMKeBON, KOHTYpHas AueRKoBaR ynakoexa
MEAULAHCKOMY NPUMEHEHWIO nomelyeHbl B nauky w3 |NE 1 W KOHTYpHaR Aueikosasn ynakoexka Ne 2
KapTOHa. BMECTE C HHCTPYKUHENR NO MEAULMUHCKOMY
NPUMEHEHMIO NOMBLUEHb! B NANKY 13 KAPTOHA.
Ycnoeua xpaHeHWA Mpwn Temnepartype He Buiwe 25°C. Cootsercrayer. |
_ Mpw TemnepaTtype He Buiwe 25°C,
MapxupoBka 1) NepewnyHas ynakoexa. CooTtBeTcTBYST |
Ha xoHTYpHO A4eiikoBoil ynakoBKe yKaasIBaoT: 1) NepBuyHan ynakoBka.
HaasaHue npenapara, nexapcTeeHHyio opmy, Ha xoHTypHO# sueitxoBoil ynakoake ykasaHo:
HauMeHOBaHKe NPOU3IBOAHTENA W ero TOBapPHbLIA 3HaK, Hassaxve npenapara, nexapcraeHHan copma,
HOMEp KOHTYPHO#! AYeillkoBOR ynaxoBku, HOMEp Cepui, HaMMeHOBAHUE NPOUIBOAUTENA U ero
cpok rogHocTH («o...»). TOBAPHLIA 3HAK, HOMEP KOHTYPHON AYeikoBoi
2) BropuyHan ynakoBska. YNaKkoBKi, HOMEpP Cepii, CPOK rogHOCTH
Ha KkapToHHOI Navke yKaabisaloT: HanMeHOBaHMe, («fo...»).
aapec, TenetoH/dakc NpoM3BOANTENA U Bro TOBapHLIA | 2) BTopuyHan ynakoska.
3HaK, Ha3BaHKe npanapara, NexapcTeeHHy dopmy, Ha xapToHHOil nayke yka3aHo: HauMeHOBaHue,
€oCTas Npenapara No TepMWHONOruK, NPUHATON B aapec, Tenedon/daxc nponBo4UTENA W €ro
roMeonatuu, kanudectao TaneTok B ynakoske, ToBApHBIRA 3HaK, Ha3BaHWe npenapara,
«Cnocol NpUMMEHEHNIO BHYTPKM YNaKkoBKU», YCNOBUA nekapcTeeHHan copma, COCTap npenapara no
OTNYCKA, YCNOBUA XPAHEHUR, «XPAHNTL B HEJOCTYNHOM | TEDMUHOMNOMMK, NPUHATON B rOMEONaTHH,
ANA peteil mecte», «OMeONaTHYECKOS NekapeTeeHHoe | kanuyectao Tabnerok 8 ynaxoske, «Cnocob
cpeacTeo», «TIPHMEHAGTCA NPH rpUNNe ¥ NPOCTYAEY, NPUMEHEHWIO BHYTPH YNaKOBKU», YCNOBMA
cdapm-koa (rpacduyeckuit u UundpoBoR), HOMEP capuu OTNycKa, YCNOBKUA XPaAHEHUA, «XPaHWTL B
(«Cepus:...»), cpok rogHocTu («l"0A@H A0:...»), AATa HBAOCTYNHOM ANRA AeTel MecTe»,
npon3soAcTea («faTa npous.; ...»), MHAUBHAYANbHEIA | «FOMEONATHUECKO NBKAPCTBEHHOE CPEACTBON,
ceprilHbiA HoMep noTpebutensckofl (BTOpUUHONR) «[IPUMEHABTCA MpM rpUNNe u NPocTyAe»,
ynakoeku («C.H.:...»), rnoGansHbid Homep Tosapa GTIN | capm-koa (rpacpudeckud u uwdpoBoit), Homep
(«GTIN ...), peracTpaLMOHHLIA HOMED, LUTPHUX-KOA, cepui (xCepua....»), CPOK roaHOCTH («opeH
cpaacTeo uaeHTHdMKkaumn (2D koA B MaLIMHOYUTAOMOR | A40:...»), AaTa npouasoacTea (eflata npouas.:
dopwme). ), MHANBUAYANEHBIA CEPHAHLIR HOMEP
notpeSuTennckoil (BTOPUYHOR) YRAKOBKH
(«C.H.:...»), rnoGansHbiil Homep Tosapa GTIN
(«GTIN ...), perncTpauMoHHbIA HOMEP, WTPUX-
KOA, CPBACTBO WaeHTU(MKauMK (2D xoa B
MalmHounTaemoi dopme).
Cpok roaHocTH 3roga CooTsercrayet

KoMMeHTaDMY: YKalaHHEA B HACTOAWEM CepTMdMKate CepMA NpenapaTta cOOTBETCTBYeT TpeSosaunam P N001565/01-270109,

uam. 14,

Sarepenne o cepTMdukauuM: STMM A CBHASTANLCTBYIC, YTO NPUBEAGHHAA BbiLe WHGOPMAUMA AOCTOBEPHA W TOWHE, 3Ta CepuA
npoayxunn Gbina nponaBeAeHa (BKNIOHEA YNAKOBKY/MAPKUPOBKY) W KOHTPOMNb €6 KaYecTEa BbiNONHeH B NOSHOM COOTBETCTBUM C
npasunamMi GMP u pocbe cneuwdmxauwid Ans wnccnegyemoro JIC. [MpoTokons! NPOM3BOACTBA, YNakoBkW M aHanusoe Gbinw
paccMoTpeHsl K cootaeTcTeMe GMP yeTaHoBneHo,

HavaneHuk OKK:
Oara: ; 05 oxtabpa 2021

Kapnosa E.A.

Ceprwuxar kavocTea Nei78 or 27.02.2013
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