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JNivuensua MuHucTepcrsa MNpomblwaeHHocTH U Toprosan PG Ne J1012-00102-77/00010730

DAPMALEBTUKA
CeptuduKaT Kauectsa cepum Ne 6449 ot 23.05.2025
OnaHsanuH, TabneTKU NOKPbITbIE NNeHOYHOI 060/104KO0i 5 Mr
TOproesoe HaMMeHoBaHWe IeKapcTBeHHOro npenapaTta, NeKkapcTeeHHan ¢DPMH, A03UpOBKa
PerncrpaumoHHoe yaocrosepeHue JIM-Ne(004382)-(Pr-RU)

Homep cepuu 020525
[Hata Havana npousBoACTBa 01.05.2025
Konuyectso 8 720 ynakoBoK

AHa/I13 BbINONHEH NO HOPMATUBHOMY JOKYMEHTY

J1N-Ne(004382)-(Pr-rRU)-230124

HaumeHoBaHve nokasartens

MeToA KoHTPOAS
HopmaTtuBHOe 3HayeHUe

PesynbTaT KOHTpONA

Jliobaa efuHKYHER
npumecs — He Gonee 0,2%.

HeUaeHTUOUUMPOBaHHaA

OnucaHue Bu3ayanbHbIA
Kpyrnble ABOAKOBbINYKAble TabneTKW, MOKPbIThiE | Kpyrnble ABOSRKOBLINYKAbIE TaBAETKM, MOKPLITbIE
nneHouHoW oBonoukoi Benoro mau noutw Genoro naeHo4yHoi obonoyKoli Benoro useta. Ha
useTa. Ha nonepeYHom paspese BUAHbLI ABa CNOA — | MOMEPEYHOM Pa3pese BUAHbLI ABa CNOS — AAPO
AAPO  CBETNO-XENTOT0  UBeTa W M/IEHOYHaA | CBET/IO-ENTOro useTa M nneHoyHan o6onouKa.
oBonoyka.
MoanuHHOCTL BaXX
Bpema  yAepMUBAHMA  OCHOBHOFO MUKa Ha
XpPOMaTOrpaMMe MCMBITYEMOrO pacTBopa AOMHKHO
COOTBETCTBOBaTbL BPEMEHHU VAEPHRUBEHUA CooTBeTcTByeT
OCHOBHOTO MMKa Ha XpomaTorpamme pactsopa CO
ONaH3anuHa (pazgen «KonuyecreerHoe
onpefeneHuen).
PactsopeHue [P Pd, BIKX
He menee 80% (Q) onaHzanuxa yepes 30 MuH. 100 %
PoacTeeHHble npumecu BaMX
OnaHsanuHx naktam — He Bonee 0,5%. 0,01%
Mpumecst B — He Bonee 0,5%. 0,01%
OnaxsanuH TMonaKkTam — He Bonee 0,5% 0,01%
Mpumece C ~ He Bonee 0,5%. 0,06 %

He o6HapymeHo

ObLiee YUCIO [POHIKEBBIX U
naecHesbIX rpubos;
Escherichia coli.

He Bonee 1-102 KOE/ r/mn;
oTcyTcTBME B 1 r/mA.

Cymma npumeceli — He Bonee 1,5%. 0,08 %
OpHopoaHocTs f03UpoBaHua | [D PD, BIMKX
AV15 %. 3.2%
KoaunyecrseHHoe B3XX
onpegengrHue 074,580 5,5 mr Ci7H20N2S (onaHsanmua) B 5,1mr
T1ab/IeTKe, CMTaR Ha CPeAHIO Maccy TabaeTKM.
Mukpobuonorvyeckan [® P®, Kateropua 3 A.
yucToTa
Obuiee 4ncno aspobHbIx
MWKPOOPraHU3MOB; He 6onee 1-10% KOE/ r/mn; MeHee 1-101 KOE

MeHee 1-10* KOE
OTCYTCTBYET

Ynakoska

Mo 7, 10, 14, 20, 30 Tabnetok B KOHTYPHYIO
AYEHKOBYHO YNaKoBKy u3 MNEHKM
NOAMBUHUNXNOPUAHOM nnbo NAeHKM
NO/IMBUMHUAXNOPUAHONR/NONMBUHUAMAEHXI0PUIHOI
1 $OALIY BNIOMUHUEBOW NeYaTHOM NaKUpPOBaHHOM.
Wnm no 7, 10, 14, 20, 30 Tab/eTOK B8 KOHTYPHYIO
AYelikoByio YNaKOBKY u3 maTtepuana
KOMBUHMPOBAHHOMO Ha ocHoBe donbru
(TpexcnoitHblil marepuan, BK/IOHAIOLWMA
aNtOMUHUEBYIO donbry, NAEHKY 13
OPUEHTUPOBaHHOIO nonvamuaa,
MOMMBUHUNXNOPUAHYIO — MAeHKY), W donbru
aNloMUHUEBON NeYaTHON NaKMpPOBaHHOMN,
1,2,3,4,5,6,7,8,9 unu 10 KOHTYPHLIX AYEIAKOBBIX
YMNaKoBOK BMecTe c WHCTPYKLMeH no
MEAMUMHCKOMY — MPUMEHEHWIO  MNOMEW3T B
KapTOHHYIO yNaKoBKy (nauxy).

Mo 14 Tabnetok B KOHTYPHOM AYeMKOBOM
YNaKkoBKe W3 NAEHKM MOSUBUHWUAXAOPUAHON U
donbru aNtOMUHUEBON neyaTHoM
NaKWpOBaHHOM.

2 KOHTYpHbIE AYEHMKOBBLIE YMAKOBKW BMECTe C
MHCTPYKLMEN N0 MeAMUMHCKOMY NpUMEHEHUIO
NOMELLEHbI B KaPTOHHYIO YNaKoBKy (nauky).

Mapku1poska

Ha koHTypHO# sueiikosoit ynakoske (Baucrepe)
YKasblBaioT TOprosoe HauMeHoBaHMe
NIEKapCTBEHHOTO  npenapata  (cosnagaer ¢

Ha koHTYypHOI suelikoBoi ynakoske (Bauctepe)
YKasaHo: ToproBoe HavMeHoBaHuWe
/IEKapCTBEHHOIO  npenaparta  (cosnapaer ¢

Odopmnero: Benosa H. C.
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ety Jluuensua Munuctepcrsa MpombiwnerdHocTv v Toprosau PO Ne /1012-00102-77/00010730
MEMAYHAPOAHbBIM HenaTeHTOBaHHLIM | MeXAYHapO4HbLIM HenaTeHTOBaHHbIM
HaumeHOoBaHWeM), NEKAPCTBEHHYIO dopmy, | HaumeHoBaHWem),  niekapcTeeHHas  Gopma,
[O3KUPOBKY, HavmeHoBaHWe [OepraTens | [O3UPOBKa, HaumeHoBaHue Aepxarens
PerMCcTPaLMOHHOr VAOCTOBEPEHMA W | PerucTpPaLmoHHOro YLOCTOBEpeHun ]
HavMMeHOBaHWe TMPOM3BOAMTENA JIEKAPCTBEHHOMO | HaMMEHOBaHMWe npoun3ssoauTens
npenapata, HOMEP CepuM (BKMIOYAIOWMA MECAL W | NeKapCTBEHHOrO nNpenapaTa, HOMEp Ccepum
rog NpoOM3BOACTBA), [aTy MCTEHEHWUA CPOKa | (BKNKOYAIOWMIA MecAl W Fof NpOM3BOACTBA),
rogHocTu (mecau 4 roa). haTta UCTeYeHA CPOKa roAHOCTKM (Mecal v roa).
Ha «KapToHHoi ynakoske (nauke) ykasbisawT | Ha KapTOHHOM ynakoske (mauke) yKasaHo:
ToproBeoe HaumeHoBaHKe NIeKapCTBEHHOTO | TOProBOE  HaMMEHOBaHWE  /IeKapCTBEHHOTO
npenapata  (coBmajaeT €  MEXAYHapoOAHLIM | Mpenaparta (COBMafaeT ¢  MemayHapoOHbIM
HenaTeHTOBaHHbIM HaMMeHOBaHWEM), | HEeMaTeHTOBaHHbLIM HavuMeHoBaHuem),
HaWMEHOBaHWEe  [AepwaTens  PerMcTPauMOHHOrO | HAaMMEHOBAHWE [EPaTeNs PerucTPauMOHHOro
YAOCTOBEPEHMA M HaMMEHOBaHME NPOM3BOAWTENA | YAOCTOBEpEHWA " HavMeHoBaHKWe
NeKapCTBEeHHOro npenapata, aApec NpoM3BOAMTENs | NPOM3BOAMTENA /NIEKAPCTBEHHOTO npenapata,
NeKapcTBeHHOr0 npenapata (cTpada, obnacTs, | agpec Npou3BOAMTENS NeKapCcTBeHHOro
ropog), 3NEKTPOHHBIN appec " caliT | npenapata (cTpaHa, obnactb, ropoa),
NPOW3BOJUTENS, agpec AepKaTens | 3NeKTPOHHLIM agpec W CalT NpPOU3BOAUTENA,
PErMCTPaLMOHHOTO  YAOCTOBEpeHus  (cTpaHa), | agpec Leprartens pervcTpaLmMoHHoro
NeKapcTeeHHy0 GopmMy, [O03MPDOBKY, KOAWYECTBO | YAOCTOBEPEHWSA (ctpana),  nekapcTeeHHas
Tabnetok B ynakosKe, uHbopmauuMio 0 cocTase | dopma, [03MPOBKA, KOAMYecTBO TabnetoKk B
/IeKapcTBEHHOrC  Mpenaparta (HaumeHoBaHMe | ynakoBke, UHbOpMaLLMA e} cocrase
[EACTBYIOWEro BewecTBa W €ro  KOAWMECTBO, | NIEKAPCTBEHHOrO npenapata  (HaumeHoBaHue
nepeyeHs BCMOMOraTeNbHbIX BELECTB), HOMEp | ASMCTBYIWEro BELECTSa W ero KOJMYECTso,
cepuu (BKAOHAIOLWMIA MECAL, U rof NPOM3BOACTEA), | NEpeyYeHb BCNOMOTaTe/lbHbIX BELECTs), Homep
OAaTy WCTEYEHWA CPOKAa rOAHOCTM (rogeH J0: mMecal, | cepuu  (BKAOYalOWMKA  mecay, W rog
W TOA), YyCNoBMSA XpaHeHusa, cnocob npumeHeHua: | MPOM3BOACTBA), 4ATa UCTEYEHWUA CPOKa rogHOCTH
«[lns npuema BHYTPb», YCNOBMA OTMycKa, HOmep | (rofeH 40! MeCcAl, W Tof), YC/AOBMA XpaHeHus,
pervcTpauMoHHOro  y4OCTOBepeHus,  norotun | cnocob npumeHenwa: «[ns npuema BHYTPb»,
npoussoguTens, dapm-Kod, IUTPUXOBOM  KOA, | YCNOBMA OTNYCKA, HOMEP PErMCTPauuoHHOro
OBYMEpHbIA  WUTPMXOBOW KOA C MNOAHOM WAW | YOOCTOBEPEHWMA,  NOTOTMN  NPOW3BOAUTENS,
YaCTUYHOM pacwuppoBKOi uHbopmaumu, | dapm-koa,  WTPUXOBOW KoL,  OBYMEDHbINA
copepalleica B [ABYMEPHOM LWTPMXOBOM KOAE | LITPMXOBOM KOQ C YaCTMYHOW pacluudpoBKOM
unu  Bes Hero, «CMOTpYM MHCTPYKUMIO no | MHOOPMAaLMY, COOepwmalleiica B LABYMEpHOM
MEAMLMHCKOMY MPUMEHBHMIOY, «He NpuMeHaTs Mo | WTPUXOBOM Koge, «CMOTPM MHCTRYKLMIO Mo
MCTEYEHWM  CPOKa  TOOHOCTM®,  «XPaHuTb B | MEAMUMHCKOMY MPUMEHEHMIO», «He NpuMeHaTb
HELOCTYNHOM ON1A OeTel mecTe». No WCTEYEHWW CPOKE FOLHOCTMY», «XpaHuTe B

[lonoNHWTENBHO Ha KapTOHHOM yrnakoBKe (nauyke) | HEAOCTYMHOM ONA AETel MecTer.
aybavpyetca  Toprosoe HaumeHosaHue W | [IONO/NHMTENBHO H2  KapTOHHOW  ynakosxe
[031POBKa C UCNOb30BaHKeM WpudTa Bpaitns. (nauxe) npoAyBAMpoBaHsb Toprosoe
HaMMeHOBaHWe W A03KMPOBKa C UCNONL30BaHUEM

wpudra bpanaa.
XpaHeHue B 3alMLLEHHOM OT CBETa MECTe Npu Temnepartype He sbiwe 25 2C
CpoK rofHOCTH 3 roga | FogeH no: 04/2028
3aKknoueHMe: cooTeeTcTayeT/ He cooTeeTcTeyeT Tpebosanuam J1M-Ne(004382)-(Pr-RU)-230124

L
(Heobxoaumoe NoA4EPKHYTL )
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