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SARMALIERTVIRA

Ceptudunrar kayecrtsa cepumn Ne 6469 ot 02.07.2024

NamoTpuamuH, Tabnetku 25mr

TOProBoe HanMeHOBaKMe NEHaPCTEEHHOTO NPENapPaTa, NeKaPCTERHHAR GOPME, A03MPOaKa

PeructpaumorHoe yaoctosepenue JIM-Ne(003533)-(Pr-RU)

Howmep cepumn
[aTa Hayana npou3BoacTEa
Konuyecrso

AHanK3 BbINOAHEH MO HOPMaTUBHONY AOKYMEHTY

030624
10.06.2024

7127 ynakoeoK

JIN-Ne(003533)-(Pr-rRU)-301023

HaumeHosaHWe nokasaTens

MeToa KoHTpONS
HopmaTneHoe 3HavyeHue

Pe3ynbTar KoHTpona

Onucaxue

BusvanbHbil

Kpyrnble nnockouwnuHipuueckue Tabnetku Benoro
“nu Benoro C MENTOBETLIM OTTEHKOM L{BETa C PUCKON C
OfJHOM CTOPOHbI 1 hacKamu ¢ ABYX CTOPOH.

Kpyrasie nAoCKOUMAMHADPUYECKUE TaBARTKM
6enoro useTa C PUCKOIA € DZHOM CTODOHL! U
pacKkamu ¢ gBYX CTOPOH.

MoanmHHoCTL

BIMX

Bpems  yaepwuBaHMA  OCHOBHOTO  NWKa  Ha
XPOMBTOTPEMME  MCTILITYEMOTO  PacTBOPa  [A0/KHO
COOTBETCTBOBaTL BPEMEHU YASPKMBEHWA OCHOBHOID
MAKE Ha XpOMaTorpamme pacTsopa CTaHOapTHOro
obpasua namoTpuzmnHa (pasgen «KonwuecrseHxoe
onpegeneHuen),

CoorsercTsyer

PacTeopeHue

[ Xill Y®-cnekTpodoromeTpus
He meHee 75% (Q) CoH7ClaNs (namoTpuasuKa) uepes
30 MUHYT.

103 %

PopcreeHHbI@ NPUMECH

B3aMX

Mpumecs B — ve Bonee 0,2%;

npumeck C— He Bonee 0,5%;

EAVMHUYHEA HeMOEHTUDMLMPOBaHHAS NPUMECS — He
6onee 0,2%,

Cymma npumecad - He Bonee 0,8%.

He oBHapyskero
He obHapywero

0,16 %
0,16 %

Mukpobuonoruyeckas HMCToOTa
O6wee 410 23pobHbIx
MUKpOOpranuamos s 1 r;
06Les UMCND APOHIKEBBIX U
naecHessIX rprbos 8 1 1;

[® Xill Kateropus 3 A,

He Bonee 1-103 KOE / r/ma;

He Bonee 1-102 KOE/ r/mn;

Metee 1-10*KOE

Meree 1-10* KOE

6eiTs 0T 23,13 0 26,88 mr 8 TabneTke.

Escherichia colis 1. oTCYTCTBUE B 1 r/ma. OtcyTcTsyer
| O4HOPOAHOCTL A03MPOBAHUS e X
B AV<15,0%. 9,3% )
RonmuecTBeHHOe onpeasneHme BIMXK
Copepwanne CoH7ClNs (namoTpumssuea)  gosmxHo 26,17 mr

Ynakoska

Mo 10, 25, 30, 50 TabneTox B8 KOHTYPHYIO SYEMKOBYIO
YNaKOBRY M3 MASHKM NONMBUHUNXAOPUAHON 1 QOSbIM
2/1IIOMUHWEBOI NeYaTHON NaKUPOBaHHOM.

Mo 10, 20, 30, 40, 50 wan 100 TabneTok B BaHKu w3
noAKsTUNEHTEpEDTANATS ans NeKapPCTBRHHbIX
CPEOCTB, YKYNOPEHHLIE KPBIWKAMY HEBUHYMBIEMBIMM
C KOHTPONEM Mepsorc BCKPLITUA WU  CUMCTEMOM
«HANATL-NOBEPHYTLY M3 MOAMUNPONUAGHE  WAM
nonustunerHa MM BaHKM NOAUNPONWABHOBLIE ANA
NEeKaPCTBEHHLIX CPeACTS, YKYMODEHHLIE KpblWKamu
HaTArMBaeMbIMU C KOHTPOAEM TIEPBOTO BCKDBITUA W3
nonusTUAEHa, WA BaHKUM NOAMMNPONUAEHOBbLIE And
NEKapCTBeHHbIX CPEACTB, YKYMOPEHHbIE KPbILLKaMK
HETATMBAEMbIMU C KOHTPONEM TIEPBOIO BCKPLITMA W3
NOMNSTUNEHA BLICOKOrO [aB/EHUR.

CsofioaHoe NpocTpaHLTse 8 GaHKE 3an0/HRIOT BaTol
MEAUUMHCKON TMIPOCKONUUECKON.

Ha 6aHKy HaKNEMBAOT 3ITUKETRY Ha OcHoBe
CAMOKCALLEICA MNASHKM WM 3TUKETRY M3 Bymaru
STUKETOYHOW.

Ogry Gamky wmav 1, 2, 3, 5 unm 10 KOHTYPHBIX

30 736NETOK B KOHTYPHOM AYURAKOBOM
YTIaKOBKE M3 MASHKM MOAUBUHUIXN0PUAHOMK
v donstm  amOMWHMEBOR neyaTHoM
NEKUPOBAHHOMW.

1 KOMTYpHas AYEMKOBAA YNaKeBKa BMecTe C
UHCTPYKLUMER MO NPUMEHEHMIO MOMELLEHE B
KapPTOHHYIO YNaKosKy (navky).

Odopmnero: Tasnosa O.I1,

Crpannue; | u32
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DEPMALERTIRA
AueiKoBbLIX YNAKOBOK BMECTE C WHCTRpyKUWel no
NPUMMEHEHUIO MOMELLBIOT B KapPTOHHYIO YNaKoBRY
(nauky).

MapKkuposka Ha KOHTYpHOl sauelkosolt ymaxkoeke (Bauctepe) | Ha  KOHTYpHOM — A4eiiKOBOW  ynakoske
YKa3bIBAIOT TOProsoe HaMMeHoBaHue AexapcTeeHHoro | (6awuctepe) YHa3aHo! Toprosoe
npenapata (cosnamaeT €  ME@XAYHAPOAHbIM | HAaWMEHOBAHUE JIEKAPCTBEHHOMO Nnpenapata
HENaTEHTOBAHHLIM HaUMEHOBAHUEM), IEKAPCTBEHHYIO | (coBnaaaer c MEMAYHEDOLHSIM
dopmy, OO3UPOBKY, HAMMEHOBaHWE AGPKATENA | HENATEHTOBAHHLIM HaUMeHoBaHuem),
PervcTpaLMOHHOrD YAOCTOBEPEHMA U HAUMEHOBAHWME | /IeKapCTBeHHaSA dopma, [l03VPOBKa,
NpOM3BOAUTENS NEKapCTBEHHOrO npenapata, HOMEp | HaumeHosaHue DEpHaTens
cepvn (BKAIOYAIOLWMIA MRCAL, W rOf NPOM3BOACTBA), | PErMCTPaLMOHHOIO YAOCTOBEPEHUA "
3Ty UCTEYEHWA CPOKa rogHocTy (Mecay 1 roa). HaumMeHoBaHue NPOM3BOANTENS
Ha  aTMkeTRe  BaHKM  YKa3bIBAWOT  TOProBOE | JIEKAPCTBEHHOrO npenapata, HOMep Ccepuu
HauMeHoBaHue NIEK3PCTSEHHOTO npenapata | (BKAIOYAOWMIA MECAL U TO4 NPOU3BOACTEA),
(cosnapaeT € MewayHapoaHLIM HENaTeHTOBAHHLIM | NaTa WCTEYEHWUS CPOKa rogHoCTY (Mecsy u
HaumMeHoBaH1em), NEKapCTBEHHYIO dopmy, | rog).

[DO3UPOBKY, KonudecTBo Tabnetok 8 Bawke, cnocob | Ha KapTOHHOW ynakoBke (nauke) yxasaHo:
npumeHeHus: «[ing npuema BHYTPb», HAMMEHOBAHME | TOProBOE HaUMEHOBAHWE NEKADCTEEHHOTO
Oepatesifa  PervcTpauMoHHOre YOOCTOBEpEeHMs M | npenapara (COBMaAgeT C MEeXAyHapogHbim
HauMeHOBaHWE  MNPOU3BOAMTENR  /IEKAPCTBEHHOMO | HenaTeHTOBaHHLIM HaMMEHOBEHWEM),
npenapaTa, /IOfOTUN NPOW3BOAMTENR W/WAX NOTOTWN | HEMMEHOBAHWE AePKATENS
3aKasumKa, GapM-KOZ, HOMED CEpUM (BKAKCHAIOWMA | PErMcTPaLMOHHOTO YAOCTOBEPEHMA n
MeCALL M rog NPoM3BOACTEE), AATYy MCTEYEHUA CPOKa | HawmeHOoBaHue NpoOU3BOAUTENA
rOAHOCTH (roAeH 40: MECAL, U roa). JIeKapCTBEHHOTO npenapara, appec
Ha KapToHHOM ynakoBKe (Mauke) yKa3siBalOT TOPrOBOS | NMPOKW3BOAUTENA NEeKapCTBEHHOTO npenapata
HaWMeHOBaHue NeKapcTBeHHOoro npenapara | (ctpava, ofnacts, ropod), 3NEKTPOHHbLIMA
(cosnagaeT ¢ MemOyHapoaHbiM HEMaTeHTOBaHHLIM | 3Apec W  CalWT npowssoguTens, agpec
HaumeHoBaHUEM), HaumeHoBaHWe LepKaTena | AepwaTtens per1cTpaLMoHHore
PETUCTPALMOKHOMG YACCTOBEPEHMA W HAUMEHOBZHME | yaocToBepeHva  (cTpaka), NEK3PCTBEHHER
MNpPOV3BOAMTENS NEKEPCTBEHHOrC npenapata, aapec | ¢opma, A03MPOBKa, KOAMYecTBo TabneTok 8
MPOU3BOAMTENS NEKapCTBEHHOTO mpenapata (CTpaHa, | ynakoske,  uHbopmaums O cocTase
obAacTs, TCPOA), SNGKTPOHHBIA a4pec W CaWT | JIEKBPCTBEHHOrO Npenapata (HaumexoBaHue
NPOM3BOAUTENSR, AAPEC AEPHATENS PEIMCTPAUMOHHOTO | ARWCTBYIOWETO BRLISCTBE M €r0 KOAUYECTRO,
yaocTosepenina  (CTpawa), NekapcTseHuyilo GOpMY, | NepedyeHsb  BCMOMOr2TENbHsIX  BRLECTR),
[O3UPOBKY, KOAWYECTBO TabneTox B YMBKOBKE, | HOMEP cepuu (BKAMBOWIMA Mecay v rog
MHOODMAUMIO 0 COCTaBe NeKapCTBEHHOrc npenapata | NPOM3BOACTBA), [A2Ta  UCTEYEHUR  CPOKa
(HaMMeHOBaHVe [ASHCTBYIOWErD BElWecTBa W €ro | rofHocTV (rogeH A0: MECAU W rod), ycnosua
KOMWYECTBO, MEPeYeHs BCMOMOTaTenbHbIX BELWEeCTs), | XpaHewwa, cnocob npumerenua: «[na
HOMEp Ccepuu  (BRAKMEOWME  Mecsl M rof | NpMemMa BHYTPEY, YCAOBURA OTMYCKa, HOMEp
NPOM3BOACTBA), [L3Ty WCTEYEHUA CPOKa rOAHOCTM | PErvCTPALMOHHOTO YAOCTOBEPEHWA, IOTOTUN
(romeH [o: Mecal, 1 rog), yonosus XpaHeHus, cnocob | npoussoauTens, $apmM-KOZ, WTPUXOBOH KO,
npuMeHerna:  «[fs  NpUemMa BHYTPb», YCAOSMA | ABYMEPHbIA WTPMXOBOW KOA € 4acTHUHOI
OTNYCKa, HOMEp PErycTPaLMOHHOTO YAOCTOBEPEHUR, | PacludpPoBKOMA MHpopMaLn,
JIOFOTUN MPOW3BOAMTENA W/WAW NOTOTUM 3aKasuUWKa, | COAEPMKAWENCA B ABYMEPHOM LWTPUXOBOM
dapm-Kog, WTPUXOBOW KoL, ABYMEPHbIM IUTPUXOBOH | Kode, «CmoTpu UHCTPYKUMIO no
K04 € NOAHOW WAM 4acTMYHOW pacwudposKoy | NPUMEHeHUIo  (AWCTOK-sKiaabiw)»,  «He
nHOOPMaLMK,  COAEpMaledCcA B ABYMEPHOM | MPUMEHATS NO WCTEHEHWM CPOKA MOAHOCTHY,
LITPMXOBOM Koae uav Bes Hero, «CMOTPM MHCTRYKUMIO | «XpaHuTe B HEJoCTYnHOM  Ans  Aetei
NO MPUMEHEHMIO (TUCTOK-BKAABILW)», «HE NPUMEHATs | MecTen.

M0 WMCTEYEHMU CPOKa rogHocTw», «XpaHuTe 8 | [ONOAHMTENSHO Ha KapTOHHOW YNaxoBKre
HeLCCTYNHOM ANf AETeld MecTey. (nauxe) npoay6upoBaH. TOProBoe
[onosHWTENBHO HE KapTOHHOM ynakoske (nayke) | HammeHosawue u [03KUPOBKa c
[yBAUpYETCA TOProBoe HauMEHOBAHME M JO3MPOBKE € | MCAOMb30BaHWem WpnTa bpaiina.
ucnonb3osanuem wpudra bpains.

XpaHeHue Mpu TeMEpaTYpe He Bblwe 25 °C.

CpoK rogHocTu 3roga [ Togex no: 05/2027

3aknioueHue: COOTBETCTBYET/ He cootsercrayer TpeBosanuam JIM-Ne(003533)-(Pr-RU)-301023

Odopmneso; [Tasnora O.IT.

(HeoBxoanmoe TIoAuEPKHYTH)

HauyanbHuk OKK :

Crpanuna: 2 w3 2




