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MecTo HaxomaeHua: 000 «O3oH», Poccun, 445351 Camapckan oba., r. Murynesck, yn. Mecounas, g, 11
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JNuueHsmna MunucTepcrea MpomsiwneHHocTy u Toprosaun P Ne 00072-1C

CeptuduKat Kayectsa cepum Ne 10896 ot 10.11.2022

Topacemupg, Tabnetiu 5 mr

TOProBOE HaMMEHOBAHUE NEKAPCTBEHHOIO NPenapara, IeKapcTBeHHanA popma, 403MPOBKa

Homep cepuu
[ara Ha4ana npoussoacTea
KoanvecTso

AHaN13 BbINOAHEH N0 HOPMaTUBHOMY AOKYMEHTY

401022

26.10.2022

PeructpaumoxHoe yaocrosepenue JiN-005007

36960 ynakosoK

J1N-005007-140422

HaumeHoBaHue NoKasatens

MeToa KoHTpoAaa
HopmaTusHOe 3HayeHue

Pe3ynbTaT KOHTPOAA

30 MUH.

Onucaxue BW3yanbHbIH Kpyrnbie nnocKoUuMAMHApUYeckue Tabretku
Kpyrabie naocKoumavHapuyeckue Tabnetku benoro 6enoro LBeTa C pPUCKOM 1 GacKom.
unv noyTr 6enoro LBeerTa c pUcKon 1 backon.

MNopgauHHOCTB BIMX
Bpema  yOepXMBaHMA  OCHOBHOrO NWKa  Ha
XPOMaTOrpamme MCMbLITYEMOro pPacTBopa [A0MMHO CootsetcTayeT
COOTBETCTBOBATL BPEMEHU YAEPKMBAHMA OCHOBHOMO
NWKa Ha XpomaTorpamme CTaHOApTHOrO pacTsopa
TOpacemuaa.

PactBopeHue [P PO Yd-cnektpodoTomeTpua
He meHee 80 % (Q) CieH20N403S (Topacemunpga) yepes 111%

PoacTeeHHble npumecu

BIXKX
Mpumeck A— He Bonee 0,3%;

He obHapymeHo

cuMTas Ha cpefHIol maccy TabneTku.

npumeck B —He bonee 0,6%, 0,03 %

nioban gpyras eguMHUYHasA npumect — He 6onee 0,2%; He ob6HapyxeHo

cymma npumecei — He 6onee 1,1%. 0,03 %
OOHOPOAHOCTL A03UPOBAHMA [® PO (cnocob 1) BIKX

AV<15,0%. 3,5%
KonunyecteeHHoe onpeaenexune BIXX

0T 4,5 mr oo 5,5 mr C1gH20N203S (Topacemuaa), 51w

Mukpobuonormuyeckas yucTora
Obwee yncno aspobHbIX
MUKpoopraHuamos 8 1 r;
OBwee YUCNO APOHIKEBBIX U
nnecHesbIx rpubos B 1T;
Escherichiacolis 1.

[® PP Kateropusa 3 A.

He 6onee 1-10% KOE/ r/mn;

He Bonee 1-102 KOE/ r/mn;
otcytcTeve B 1 r/mn

meHee 1-10" KOE

meHee 1-10" KOE
OTCYTCTBYET

YnaKoBeka

Mo 10, 20 uau 30 TaBAETOK B KOHTYPHYIO AYEIKOBYIO
YNaKOBKY M3 NNEHKM NOAMBUHWAXIOPWAHON, nnbo
NEHKK
NONUBUHUNXNOPULHON/MONUBUHUAUAEHXIOPUAHOM
MM M GOMbIM  ANIOMUHWEBOM  MedaTHoW
NaKUPOBaHHOM.

Mam no 10, 20 wam 30 TabnetoK B KOHTYPHYIO
AYeitkosyi0 YMNaKoBKY "3 martepuana
KOMBWHWPOBAHHOTO Ha OCHOBE donbru
(TpexcnoiHbli marepuan, BK/IIOYAIOLLMIA
aNloMUHUEBYIO donery, NAEHKY u3
OPMEHTUPOBAHHOMO nonvamuaa,
NONUBUHUAXNOPUAHYIO NAEHRY) 7 donbru
alOMUHUEBOW MeYaTHOM NaKMPOBaHHOM.

1, 2, 3, 4, 5 6 uam 10 KOHTYPHLIX AYEHKOBBIX
YNaKOBOK BMECTe C MHCTPYKUMWER No MeduLMHCKOMY
NpUMEHeHUI0 NMOMELLZIT B KapPTOHHYIO YNaKkoBRY
(na4ry).

Mo 10 TabneTok B KOHTYPHOW AYeNKOBOK
YNaKoBKe U3 NJIEHKW MONUBUHUAXNOPUAHON W
donbrm aNtOMUHUEBOW neyaTHOW
JlAKUPOBaHHOM

2 KOHTYpHble A4YelKoBble YNaKoBKM BMeCTe C
MHCTPYKLMEN N0 MESMLWHCKOMY MPUMEHEHMIO
NoMeLLeHbl B KaPTOHHYIO YNaKosky (nauky).

Mapruposka

Ha KoHTypHOW suelikosol ynakoBKke (Bauctepe)

AYEKOBOM

Ha  KOHTYpHON yMaKkoBKe

yKasblBaioT TOprosoe HavMmeHoBaHWe | (BancTepe) yKasaHo: TOProsoe HauMeHOoBaHue
AEKAPCTBEHHOrO ~ npenapata  (coBnagaeT  C | /ieKkapcTeeHHoro npenapata (coenajaer
MEMAYHAPOAHbBIM ' HenaTeHTOBaHHLIM | MeMAyHapoaHbIM HenaTeHToBaHHbIM
HauMeHOBaHWEM), NeKapCTBEHHYI0 dopmy, | HaumeHoBaHWeM), neKapcTBeHHas dopma,
[.O3UPOBKY, HauMeHoBaHue JepwaTtens | AO3MPOBKa,  HaWMEHOBaHWe  AepXaTens
PEerucTpaumMoHHOTo YAOCTOBEPEHMA M | perncTpaumMoHHOro yAocTOBEpeHUs “

Odopmneno: Abnaesa M.B.

Crpanmna: 1 w32
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NnueHsua Munuctepcrsa MpombilwnerHocT u Toprosau P® Ne 00072-N1C

HanmeHoBaHWe nNpOoM3BOAWUTENA JNIEKAapPCTBEHHOro

‘npenapata, HOMEpP Cepuu (BKAOYAOWMIA Mecal K

roA, NPOM3BOACTBA), AATY MCTEYEHMA CPOKa roHOCTH
(mecau u rog).

Ha KapToHHOlM ynakoBke (nauke) yKasbIBalOT
TOprosoe HauMeHoBaHue NeKapcTBEHHOro
npenapata  (coBmajaeT C  MEXAYHAPOAHbLIM
HENaTeHTOBAHHbIM HaUMEHOBaHWeM),
HaMMeHOBaHWe  [epwHaTe/a  PerucTpaLMoHHOro

YAOCTOBEPEHWA WM HaMMeHOBaHWEe NpPOWU3BOAMTENA
NeKapcTBEHHOro Mpenaparta, agpec NpousBoauTens
NeKapcTBeHHOro npenapata  (cTpaHa, o6aacT,
ropoA), 3MeKTPOHHLIN agpec U CaiiT Npou3BoauTens,
agpec Aepwarens pervcTpaLMoHHOro
yoocTosepeHus (cTpaHa), fNeKapcTBeHHYD ¢opmy,
AO3MPOBKY, KOAMYecTBO TaB/eTOK B  YnaKoBKe,
uHOPMaLMIO O COCTaBe NIeKAPCTBEHHOMO Npenapata
(HaumeHOBaHME OEWCTBYIOWErO BELECTBA M ero
KO/NMYECTBO, NepeyeHb BCMOMOraTeNbHbIX BELLECTE),
HOMEp cepuM (BrAOYAOWMI  MecAl W rog
NpPoM3BOACTBA), AATY MCTEYEHWA CPOKa FOAHOCTM
(roAeH po: mecaw, 1 rop), ycnoeua xpaHeHus, cnocob
npumeHenua: «[Ns nNpuMemMa BHYTPb», YCA0BUA
OTMyCKa, HOMEp PerMcTpPaLuoHHOro yAOCTOBEpeHUs,
IOTOTUN NpOM3BOAMUTENA, (APM-KOL, LITPUXOBON
KOO, OBYMEpPHbIN LWTPUMXOBOM KOL C MNOAHOM MAM
YacTUYHOMW pacwudpoeKoit vHbOopMaumK,
COAePHalLeiica B ABYMEPHOM LITPUXOBOM KOAE WUAK
6e3 Hero, «CMOTPU UHCTPYKLMIO MO MEAMLMHCKOMY
NpPUMeHeHKIo», «He NpUMEHATL NO UCTEYEHUM CPOKa
rogHoCTU», «XpaHuTb B HEAOCTYNHOM ANA AeTei
mecTe». ‘
LOonoNAHUTENbHO Ha KapTOHHOM ynakoBKe (nauke)
AaybavpyeTca TOprosoe HaMMeHOBaHWe U A03UPOBKa
¢ ucrnonb3oBaHWem WwpudTa Eparna.

HaumeHoBaHWe npousBsoauTens
NIeKapcTBeHHOrO Mpenaparta, HOMED Cepum
(BKnoyarowMin mMecaly, M rog npowssoacTea),
£aTa WCTEeYeHWA CPOKa rogHOCTH (MecAl, M
roa).

Ha KapTOHHOW ynakoBKe (nauke) ykasaHo:
TOProBOE  HaMMEHOBAaHME  /IEKAPCTBEHHOIO
npenapata (CoBMafaeT C MeMKAYHapoaHbIM
HEenaTeHTOBaHHbIM HaumeHoBaHWem),
HauMeHOBaHMe AepHaTens PerucTpaumuoHHoro
YA0CTOBEpEHMA " HavmeHoBaHue
NPOW3BOAMTENA JleKapCTBEHHOrO npenapara,
agpec  npousBOgMTeNs  fieKapcTBEHHOro
npenapata  (ctpaHa, obnacte,  ropoa),
3NEKTPOHHbLIA aApec M CaiT NMpoM3BOAMTENs,
appec Aepwarens perncTpaLuoHHoro
YOOCTOBEpeHWA  (cTpaHa), JieKapcTBeHHan
dopma, AO3MPOBKA, KONMYECTBO TabneTok B
yNaKoeke, nHdopmaums o coctase
NeKapcTBeHHOTO npenapata (HaumeHoBaHWe
[eliCTBYIOLIEro BEWEeCcTBa M ero KOo/M4ecTBo,
nepeyeHb BCNOMOraTe/IbHbIX BELLECTB), HOMep
cepum  (BRAKOYEIOWMIA  MecAl, M rog
NpousBOACTBA), [JaTa  WCTEYEHWA  CPOKa
rOAHOCTM (FOAEH [0: MECAL W rog), ycnhosus
XpaHeHua, cnocob npumeHeHua: « 18 nprema
BHYTPbY, ycnosua OTNYyCKa, Homep
PErucTPaLMOHHOrO YAOCTOBEPEHUs, A0roTHUN
npoussoauTenn, Gapm-Kog, LTPUXOBON Kop,
[ABYMEpHbIF LUTPUXOBOM KOA € 4acTUYHOM
pacwndpoBKoi MHGOPMaLWK, CoaepKalleica
B [ABYMEPHOM LITPMXOBOM Koge, «CmoTpu
WHCTPYKLUMIO no MeULIMHCKOMY
NpUMeHeHMIo», «He NPUMEeHATb NO UCTeYeHUU
CPOKa roAHOCTM», «XpaHWTb B HELOCTYMHOM
ONA feTeil mecten., '
[ononHWTeNbHO Ha KapTOHHOW  ynaxoBKe
(nauke) npogaybanposaHsi TOoproeoe
HaumeHoBaHue VI [03UpOBKa c
1cnoas3osaHuem wpudTa Bpaiina.

CpoK rogHoctu

3 roga

lopeH po: 09/2025

XpaHeHue

B 3aliMleHHOM OT CBETa MECTE Npu TEMINEpPaType He Bbille 25 2C

3aKnioueHKne: cooTeTcTBYeT/ He cooTBeTCTBYET TpebosaHuam J1M-005007-140422

Odopmneno: Abnaesa M.B.

(HeobxoaMMOe NOJYEPKHYTS)

HavyanbHuK OKK E 0/“"

/ Kupuanua N.9.

Aan AOKUMENTOR
KOHTROnS Kavectsg




PEAEPAABHAA CAVMEA TI0 HAAIOPY

B CREPE ZAPABOONPAHEHMA

«CBefeHna o BBoAe B rpaxgaHckunin odopoT B Poccminckonm degepaunm
NleKapCTBEHHbIX CPeACTB Mo COCTOAHUIO Ha 20.02.2023 14:22»

Opranu3anmsi,

JlaTa BHeceHHs B IIpoussoauTenn Homep Howmep, nata
Toprosoe . CBeJieHHsI 0 CTAIHSIX HopmartuBnas BBINTYCTHBINAS B
AHUC (BBIMYCKAIOIIHH Crpana N cepHH, pa3spelueHHst Ha
HaHMEHOBaHHE NPOH3BOJICTBA JIOKYMEHTAIHSsT rpakAaHCKHH
Poc3gpaBHanzopa KOHTPOJIb) NapTHH HIIIT
obopor
OowecTBo ¢
Topacemun; TabneTku 5 OO01mecTBo ¢ Lll N
mr 10 wT., ynakoBku OrpaHUUEHHOM OTPAHHICHHON
10.11.2022 o - Y P Poccus OTBETCTBEHHOCTBIO JIIT-005007-140422 000 O30n 401022 -

SIYEHKOBbIE KOHTYPHbIE OTBETCTBEHHOCTHIO

(2), mauky KapTOHHbIE/ ~

"O3oH" (OO0 "O30H")

"O30H" (OO0 "O30H"),
Poccus
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