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CepTudukat Kauectea cepuu Ne 7748 ot 26.07.2024

JNlamoTpupkuH, Tabnetku 25mr

TOProBoe HaMME@HOBAHWE NEKAPCTBEHHOIO NPENaPaTa, AeKapcTaeHHan Gopma, 403UposKa
PeructpauuoHHoe yaocrosepenue /1M-Ne(003533)-(Pr-RU)

Homep cepuu
fata Havana nponssoacTBa
Konuyecrso

AHaN13 BbINO/IHEH NO HOPMATUBHOMY AOKYMEHTY

060724
05.07.2024

7383 ynakosox

JIN-Ng(003533)-(Pr-RU)-301023

HaumeHoBaHue nokasatens

MeTopn KoHTPOAA
HopmaTtuBHOe 3HaueHKE

Pe3yNbTaT KOHTPONA

Moumecs B — He Bonee 0,2%;

Onucanue BusvanbHsii
Kpyrabie nnockouunuHapuyeckie TabneTku 6enoro | Kpyribie NACCKOUMAMHADUEECKIe TaBeTkH
nan BENOTO € eNTOBaTLIM OTTEHKOM LIBETA C PUCKON € | Benoro usera ¢ PMCKON C 0LHOM CTOpPOHS U
OAHO CTOPOHLI M GacKamu ¢ ABYX CTOPOH. dackamu ¢ ABYX CTOPOH.
MNMopgAMHHOCTE BIHX
Bpems  ymepkuBaHuA  OCHOBHOrO  nWMKa  Ha
XPOMBTOrpammMe  MCTbITYEMOrO PacTBopa  [AOJBKHO
COOTBETCTBOBATL BPEMEHW YASPHMBAHUSR OCHOBHOTO CooTtsercrayeT
MMKA Ha XPOMAToOrpamMme pacTBOPE CTaHAAPTHOMD
obpasua namoTpumkMia (paspen «KonuuecTserHoe
onpeneneHUes).
PacTsoperue ['d Xl Y@-cnekrpodotomeTpus
He meree 75% (Q) CaH7ClNs (namoTpuauna) yepes 103 %
30 MUHYT.
PogcTeeHHble npumecy BIXX

He oBHapyweHo

npumect C— He 6onee 0,5%; 0,006 %
EQUHMYHAR HEMABHTUOULMPOBAHHA NpUMEch — He

Bonee 0,2%, He obHapyskero
Cyvima npvimeceit — He Bonee 0,8%., 0,006 %

Mukpobuonoruieckas ynucroTa
Obulee yncao aspobHbix
MUKpoOpraH1imos 8 1 1;
Obuiee YMCNo APOXKIKEBLIX U
nAecHesbix rpubos 51 r;

D Xl Kateropua 3 A.

He Gonee 1-10% KOE / r/mn:

He Sonee 1-102 KOE/ r/mn;

Meree 1-10* KOE

Meree 1-10* KOE

BuiTe 0T 23,13 no 26,88 mr B TaBreTxe.

Escherichiacolis 1r. oTcyTeTBMe 8 1 r/ma. OTcyTcTayer
OnHopoaHoCcTh Ko3UpOBaHns ro Xlil

AV<1S5,0%. 7,0%
KonuuecreerHoe onpeneneHie BIWX

Copepanue CgH7CloNs (namoTpuamuHa)  mosmHO 26,40 mr

L

Ynaxoska

Mo 10, 25, 30, 50 TabneTOK B KOHTYPHYIO AYEUKOBYIO
YMaKOBKY W3 NASHKM MOAMBUHUAXNOPUAHON U GOMbIY
a/IIOMVHUEBON NEHaTHON NaKkMPOBAHHOM.

Mo 10, 20, 30, 40, SO uau 100 T2BaeToK 8 GaHKU W3
noavaTuAeHTEpedTaNaTa ans NeKapCTBEHHbIX
| CPELCTS, YKYNCPEHHBIE KPbIWKaMU HIBUMHYMBAEMEIMM
C KOHTPO/NEM MEepBOrc BCKPLITMA WAWM CUCTEMOM
KHEWETL-NOBEPHYTLY W3 NOAMNPONUAEHE  WAU
noausTMAeHS WKW BaHkW moauMnponuaeHoBsle Ans
NEKAPCTBEHHDLIX CPEACTB, YKYNOPEHHLIE KPbilKamMu
HETATMBAGMbIMI C KOHTPOMEM MepPBOTo BCKPLITMA U3
nosmMsTUAEHa, WM GaHKK NOAWNPONUNSHOBLIE AR
NEKBPCTBEHHLIX CPEACTB, YKYNOPEHHbIE KDbIWKaMM
HAaTATMBAEMbLIMM € KOHTPO/IEM NEPBOrO BCKPLITUS W3
MOAU3TU/IEH BLICOKOTO AaBNSHMA.

CeobogHoe npocTpaHcTso 8 BaHKe 3ano/HSIOT BaTOMN
MEAULMHCKON rMrPOCKOMMYECKo.

Ha Gawky HakneMBaloT 3TMKETKY Ha ocHOBE
CBMOKNERWENCA MABHKN WAK STUKETRY W3 Bymarw
3TUKETOYHOM.

OgHy Gamky wam 1, 2, 3, 5 uam 10 KOHTYPHbLIX

30 TabneTok B KOHTYPHOW suelixosofi
YNAKOBKE U3 MNAEHKM NOAUBUHUAXNOPUAHOM
M donabm  anoMWHWEBOM  MeuyaTHoM
NEBKMPOBaHHOM,

1 KOHTYpHaR RYeMKOBas yNakosKka BMECTe ¢
MHCTPYKUMER MO NPUMEHEHUIO NOMELLEHE B
KapTORHYIO YNaKosky (nauky).

Odopaneno: Benosa H.C.
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AueliKoBbiX YNAKOBOK BMECTE C MHCTPYKUKER Mo
MPUMEHEHUIO MOMEIAINT 8 KaPTOHHYI YNakoBKY
(nayky).

MapKupoBKa Ha HOWTYpHOJ AuelikoBOW ynakoske (Bauctepe) | Ha KOHMTYPHO  A4EMKOBOM  ynakoske
YKa3bBAIOT TOPrOBOE HAUMEHOBAHWE NIeKAPCTBEHHOrO (BancTepe) YKasaHo: Toprosoe
npenzparta (cosnagaer ¢ MERAYHEPOAHLIM | HAMMEHOBAHWE JIEKAapCTBEHHOMC Npenapata
HEeNaTeHTOBaHHLIM HAUMEHOBaHMEM), IeKapCTBeHHY0 | (coBnagaeT c MEXOYHapOoAHEIM
Gopmy, [O3UPOBKY, HAUMEHOBEHWE AEMKATENA | HEMaTeHTOBAHHLIM HauMEHOBaHUem),
PETUCTPALMOHHOIO YAOCTOBEPEHMA M HAUMEHOBaHWE | NEKapCTBeHHasA dopma, [O3MPOBKE,
NPO3S0AUTENS NIEKAPCTREHHOTO Mpenapara, HOMep | HaUMEHOBEHWE Aepwarens
cepuy (BKAOuAKWMA Mecal, ¥ rof Npov3B0ACTBA), | perucTpaumoHHoro y[OCTOBEPERUA 7
AaTY MCTEYEHMS CPOKa rOAHDCTH (MeCALL M rog). HaumaHoBaHue NPOW3BOAUTENA
Ha  sSTukeTke  GaHKM  YKa3LBAWT  TOProBoe | NIRKAPCTBEHHOMO (penapata, HOMep CEpiut
HaUMEeHOBaHKe NeKapcTBeHHOro npenapara | (sKmouziowui mecsl u rof NPOM3BOACTBA),
(coBnafaeT € MEmAYHAPOAHbIM HENaTEeHTOSAHHLIM | AAT3 MCTEYEHUA CPOKA FOAHOCTH (mecaL, u
HanmMeHOBaHMEM), NEKapCTBEHHYIO dopmy, | rog).

L03MPOBKY, KoauyecTso Tabnetox B OaHke, crocob | Ha KapToHHO! yniakoBKe (nauxe) yxasawHo:
ripUMeHeHA: «N8 NpUemMa BHYTPb», HAUMEHOBaHMe | TOProBOe HaMMeHoBaHWe NeKapCTBEHHOro
[EpWaTeNs PErvcTPaLMOHHOro  YAOCTOBEPEHMA W | npenapata (coBmagaeT ¢ MemayHapoaHbIM
HAWMEHOBaHME  MPOM3BOAMTENA  NEKAPCTBEHHOTO | HEMATEHTOBaHHEIM HaUMEHOBaHUEM),
npenapata, NOrOTUN NPOMBSOAMTENA W/WAW AOTOTUN | HaMMEHOBaHME AemKaTens
3aKasunKa, Gapm-koa, Homep Cepuu (sxnmouaOWMiA | PErUCTPEUNOHHOTO YA0CTOBEpeHMA v
MECSLL ¥ TOf MPOM3BOACTBA), HaTy MCTEYeHUs CPOKE | HalMeHoBaHue nNpoM3BOaUTENA
FOAHOCTH (rofeH B0 MecAL 1 rog). NeRapCTBEHHOTO npenaparta, agpec
Ha KapTOHHOM yNaKoBKe (NadKe) yKasbiBaIOT TOProBOE | MPOM3BOAUTENS NEKAPCTBEHHOM npenapara
HaumeHoBaHne NeKapCTBEHHOTO npenapata | (cTpaWa, ofnacts, ropoa), SNEKTDOHHbINA
(coBmaaeT © MemAyHapoaHblM HEMaTeHToBaHHLIM | 20pec  u caWT npow3BoauTens, 2/pec
HAMMEHOBAHWEM), HaumeHosaHue DepwaTenn | pepmartens PErUCTPELMOHHEOIO
PEryCTPaLMOHHOD YAOCTOBEPEHMA ¥ HRUMEHOBaHME | YAOCTOBEPeHNs (cTpana), JfexapcTseHHasn
NpoM3BCAMTENA NEKapCTBeHHOTO Mpenapata, appec bopma, A03MPOBKa, KOAUUECTBO TabNeTOK B
NpOM3BOAMTENA NEKEPCTBRHHOMO npenapata (ctpamHa, | ynakoske,  uHOOpmauus O  cocTaee
oBnacTs, rOpOA), 3SAEKTPOHHBIN agpec W CaifT | N1eKapCTBEHHOrO npenapara {HaMmeHoBaHve
NPOUIBOAUTENA, AAPEC AEPATENA PErUCTPALMOKHOTO neiicTsyIoWero 8ewecTsa 1 ero KoAMYecTso,
yAOCTOBEpEHMA (CTPaHa), /JeKapcTBeHHyl (Qopmy, | MepeqeHb  BCNOMOraTe/bHbIX BELLECTS),
[I03MPOBKY, KOMMuecTso TabneTok 8  ynakosxe, | HOMEp cepuy (sxMouaioWmMin Mecay, U rog,
MHGOPMaLMIO O COCTaBe NeKapCTBeHHOTO mpenapara NpPOM3BOACTBA), [MA3Ta WCTRUEHUS  CPOKa
(HaumeHoBaHWe [OECTBYIOWEro BewecTéa ¥ ero | roaHocT (ropeH Bo: Mecal 1 rof), YCnoeua
KONWYECTBO, MepeveHb BCMOMOrATeNbHbIX BEWECTB), | XpaHeHus, cnocof  npumeresua:  «/1nA
HOMep cepuy  (BRAMOMAlOWWMIA  MecAW M O4 | NPUEMA BHYTPLY, YCAOBMA OTOYCK2, HOMED
NpOM3BOACTBA), AATy MCTEYeHWA CPOKA rOAHOCTM | PErnCTPaLMoHHOTO YAOCTOBEPEHUS, 0rOTUN
(ropeH 40: Mecau, ¥ rog), YE/iosuA XpaHeHus, criocob | npouseoauTend, Gapm-Kof, WTPUXOBOH KOA,
npumMeHeruA:  «ns  npuema  BHYTPb,  YCAOBMA LBYMEPHBIY WTPMXOBOM KOA, € HaCTUYHOW
OTMYCKa, HOMEP PErncTPaLMOHHOIO YAOCTOBEPEHUA, paclndposKov UHOOPMELIH,
AOFOTHN MPOW3BOAMTENR W/WNW NOTOTUN 33KA3HMK3, copepKalleiics B ABYMEPHOM LUTPUXOBOM
dapm-Kof, WTPUXOBOMA KOA, ABYMEDHbIM WITPUXOBOK | Koae, «CMOTPU WUHCTPYKUMIO no
KoA € NOAHOM wau  4acTHYHOM pactwudpoBKON | MPUMEHEHWIO (nucTox-BRAaAbIL)»,  «He
WHOpMALWY,  COAepwaleiics B ABYMEPHOM | NPUMEHATE MO MCTe4eHMM CPOKa FOAHOCTUY,
wrpkhxoBom Kope unv Bes rHero, «CMOTP UHCTRYKLAIO «XpaHuTb B HEJOCTYNHOM  AnA  AeTed
M0 NPUMEHEHMIO (MMCTOK-BKNAABIW)», «HEe NPUMEHATL | MecTe».
N0 WCTeYeHWW CPOKa TFOAHOCTMY, «XpaHuTb B | JOnOAHWTEAbHO Ha KapTOHHOM YyMaKosxe
HeOCTYNHOM AR AeTel MecTen. (nauxe) npoaybanposaHsl Toprosoe
[IONONHUTENBHO HA KapTOHHOW YMaKoBske (nauxe) | HaMmeHOBaHKE " [03VPOBKa c
ayBNUpYETCR TOProBOE HaUMEHOBAHME M [O3MPOBKA C | MCMO/L30BAHUEM wpudTa Bpains.
UCTIONS30BaHMEM LWpUdTa Bpaian.
XpaHeHue Mpu TemnepaType He Bbiwe 25 °C.
CpoK rogHoCTH 3 roga | roaeH go: 06/2027 P e
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