I
« OZON

DANMALESTURA
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Nnuenzua Munucrepersa MpombiluAeHHOCTY 1 Toprosau P® Ne J1012-00102-77/00010730

CepTudukar kaiectsa cepun Ne 6053 ot 19.06.2024

MokcudnokcauuH, TabneTki NOKPLITHIE NIEHOYHOM obonoukoi 400 mr

Homep cepuu
Mfata Havana npoM3soacTsa
Konuuecteo

AHanus BeINCNHEH No HOPMETUBHOMY AOKYMEHTY

TOPragoe HaNMEHOBIHME NIEKAPCTBRHHOTD Npenapara,

Hopma,

PerncrpauuoHHoe yaocroseperue JiM-004826

210624

02.06.2024
9164 ynakosoxr

JIN-004826-031022

HaumeHoBaHne nokasatens

MeTton koHTpOANS

HopmaTtueHoe 3HaueHue

PesynbTat KOHTROAS

Bonee 0,2%;
Cymma npuwiecei — He Bonee 0,75 %.

QnucaHue BusvanbHbli Kpyrisie ABOSKOBLINYKALIE TaBETKY,
Kpyrible ABOAKOBLINYKAbIE TabneTku, MOKPLITEIE NMOKPLITHIE NAEHOYHOW 060N04KoM CBETND-
NJHOYHOW 0BO/MIOYKOM OT CBETNO-MENTOro ao WenNToro ugeta. Ha nanepeyHom paspese
CBETNIO-KOPUYHRBOTO  uBeTa. Ha  nonepeuyHom Tabnetku - AAPO CBETAO-KENTOrO LiBeTa,
pazpese TabaeTKY - AAPO CBETAG-MEATOrO uBerTa.

MoanuHHoCTs BIXX
Bpems  yOepMUBAHMA  OCHOBHOMO NWKa  Ha
XpPOMaTOrpaMme UCMbITYEMOrC PacTs8opa JONMKHO
COOTBETCTBOBATL BPEMEHM YAEMKMUBAHUA OCHOBHOTD CoorBercreyer
MUKa Ha XpomaTorpamme PacTBopa CTaHAaPTHOrO
obpasua (CO) mokcuproKcaumHa rMapoxXnopuaa
{pazanen «KonuuectserHoe on penengHue»),

Pacteoperue [® PO, Yd-cnekrpodoTomeTpus
He meree 75 % (Q) CaiH24FN20a (moxeudnokrcayuHa) 99 %
4epes 45 MuH.

PoacTsensble npumecn BIXX
EanHnyHan HeMARHMAOULVMPOBHHES NPUMECs — HE He oBHapyxeHo

He obHapy»eHo

Bopz

[© PP, MeTton K. Dulwepa
He 6onee 5,5%.

52%

Murpobuonorideckas ymctoTa
OBwee 4ucio aspobHsix
MUKPOOPTaHW3IMO8;

OBLuee SUCI0 APOMIKEBLIX U
nnecHesbIx rpubos;
Escherichia coli

D P, KaTeropus 3 A.

He 6onee 1:10° KOE/ r/mn ;

He Bonee 1-102 KOE/ r/mn ;
oTeyTeTBve 8 1 r/ma

meree 1:10¥KOE

Menee 1-10' KOE
OTCYTCTBYET

OAHOPCAHOCTL £03MPOBAHMS

[® PP, cnocob 2
AV<i5,0%

4,8 %

KonuyectseHHoe
onpegeneHue

BIKX

O7380,0 mr 80 420,0 mr CayHaaFNaOs
{moxcudnoKcaumHa), cunTan Ha CPeaHIo macey
TabneTku.

419,1 mr

Ynakoska

Mo 5, 7, 10, 25 tabnetok B KOHTYPHYIO A4eliKoByio
YNAKOBKY U3 MAGHKW MOMMBUHUAXNOPUAHGH AnBO
NAEHKK

MOANBUHWNXNC PUAHOM/NCAMBUHUAULEHX O PUGHOMN
 HoNbrYU aNOMUHKUEBON NeYaTHON N3KVPOBAHHOM.
Mav no 5, 7, 10, 25 tabnetox @ KOHTYPHYO
AYeliXoBYIO YNaKoBKy n3 matepuana
KOMBUMHUPOBaHHOO Ha OCHOBE donsrn
(Tpexcnoittbli marepuan, BRAO4AM0WMIA
2NHOMVHUEBYIO donbry, NAeHKY n3
OPUEHTUPOBAHKOTO noavammpa,
NOMBUHUIXNCPUAHYIO  NABHKY) ¥ donbry
BNOMUHUEBOM ME4aTHOM NaKVPOBAHHO.
1,2,3,4,5, 6,7 8 uam 10 KOHTYPHbIX AYeMKOBbIX
YMaKOBOK BMECTE C MHCTPYKUMEH N0 MeanUMHCKOMY
NPUMEHEHUIO NOMEILAIOT B KADTOHHYIO YNaKoBHY
(nayry).

Mo 5 Tabnetok 8 KOHTYPHOM su4eitkoBok
YMaKkoBKe M3 NAEHKU MNO/IUBUHUAXNORUAHON 1
donsrm a/lloMVHUBEON neyaTHoH
NBKUPOBAHHOM.

1 KOHTYpHas sMeMKOB2S yHakoBKa BMECTe ¢
VHCTRYKUMEN N0 MEAMUMHCKOMY NPUMEHEHMIO
NoMeLLeHa B KaPTOKHYIO ynakosxy (nayky).

Mapkuposka

Ha KoHTypHO! sAuelikosait ymakoeke (6nucTepe)
YKa3bIBaOT TOprosoe HaMMEHOBaHWe
/IEKApCTBEHHOTO  rpenapata  (cosnagaer ¢

Ha koHTypHoi avelikosoli ynakoske (6auctepe)
yKa3aHo: Toprosoe HauMeHoBaHKe
NIEKapPCTBEHHOrO  npenapata  (cosmagaer c

Qdonmrniero: Crasn A.B.
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MEMNAYHAPOAHEIM
HaUMEHOBaHMEM),

DeruCTPauMDEHOTO

(mecaw v rog).

HenaTreHToBaHHbLIM

NeRapcTseHHOro
npov3B0AUTENA

pPerucTpauL1oHHoro

NeKapCcTBEHHOTO

npyema  BHYTPbY,
PErHMCTPaLMOHHONO

ngeTen mecten.

HEeNaTeHTOBAHHBLIM
NIEKPCTBEHHY O
A03NPOBKY, HauMeHOBaH1e

YAOCTOBEPEHUS
HaUMEHOBaHWE MPOW3BOAWUTENA /IEKAPCTBEHHOIO
npenapata, HOMED Ccepuy (BKACYAIOILMA MECAL U
rof, NPOM3BOACTBA), ATy MCTEHEHUS CPOKA TOAHOCTY

Ha w®apTOHHOW ynakoske
TOPros0e HaUMEHOBaHME
npenapate  (cosnagaet

NeKapCTBEHHOM
MEXayHapOAHbIM
HAMMEHOBAHWEM),
HayMEHOBaHWE  [epKaTens  PerucTpauvoHHOoro

YAOCTOBEREHUA W HaumMeHOBaHWe npPOoU3BoANTENA

NeK3PCTBEHHOD
(cTpana, o6nacTs, ropog),

W CaiT  NPOW3BOAWTENR,
YOOCTOBEPEHUA
NeKapcTeerHyio  GOpMy, [03MPOBKY, KOMMYECTEC
TabneTok B YhNaKkoBke, uvHbopmauuio O cocTase
(HawmeHoBaHKe

3NEKTPOHHBIN agpec

nevicTayloWwero  BelwecTsa
fepeueHs BCTIOMOTaTeNbHBIX — BellecTs),
cepum (BRAKCHBIOWMA MECAL, U1 o4 NpoK3B0AcTBa),
AATY UCTEUEHMA CPOKA rOHOCTH (rOASH 40! MECAL W
ron), YCAOBUA XPaHEHMA, CNOco8 NpUMEHEHNA! «[ns

YLOCTOBEPEHUA,
npoussoguTens,  Gapm-KoA,
ABYMepHSI  WITPMXOBOH
YacTUYHOH pacium(poBKON
cofepHalleiica B 4BYMEPHOM LITPUXOBOM KOAE WU
Be3 Hero, «CMOTEU MHCTPYKUMIO N0 MESNLMHCKOMY
NEUMEHEHKIO», «He MPUMEHATE MO WUCTEHEHMU
CPOKa TOAHOCTW®, «XPaHWTs B HEAOCTYMHOM AR

MHGOPMALNH,

[IONONHUTEABHO Ha KAPTOMHOW YMAKOBKeE (nauke)
AyBaupyeTcs TOProBoe HaumeHoBaHue u A03MPoBKa
¢ vienens30BaHuem wpudTa Bpainns.

MEXOYHAPOoAHBIM HENaTEHTOBAHHbIM
HBUMEHOBAHMEM), NEKapCcTBeHHaa  §opma,
DO3WPOBKE, HaumeHoBaHsue depwartens
PerucTPaLMOHHOro YAOCTOBEPEHMA “
HaUMeHOoBaHWe npoM3scaMTens
/IEKapCTBEHHOIO npenapaTa, Homep Cepuu
(BkAOUEOWWMIA MecsaL, U rog NpOU3BOACTBEE),
[@Ta UCTeUEHA CPOKE rOAHOCTY (MecaLL M rop).
Ha KapTOHHOM ynaxoske (mayke) yrasaHo:
TOProBOe HaumeHoBaHue NIEKAPCTBEHHOTO
npenapata (cosragaeT C MEHAYHEPOAHBIM
HenaTeHTOBaHHbIM HaumeHoBaHWEMm),
HaUMeHOBaHMe AEPIKATENA PErUCTPaLMOHHOTO
YOOCTOERPEHUA " HBWMEHOBaHKE
npoVM3BOAMTENS /leKapCTBEHHOTO npenapata,
agpec NPOW3BOAMUTENS NEKBPCTBEHHOTO
npenapata  (ctpaHa,  oGaacts,  roped),
3NEKTPOHHBIN aapec W CaWT NPOM3BOAWTENS,
agpec LepaTens PErucTPaLMOHHOID
yooctosepeHns  (CTpaHa),  JexapcTBeHHas
bopma, fosvpoeka, koauyectso Tabnetox B
ynakoske, nHpopmauma o] coctase
/IEKapCTBEHHOIO MpenapaTa  (HaumeHosaHue
[eiCTBYIOUEr0 BRUIECTEE W Er0 KO/IMYECTBO,
nepeyers BCNOMOTATE/BHbIX BELIECTE), HOMED
cepun  (BKaouarowmit  mecaly, M rog
NPOW3BOACTBA), Aata  MCTeMeHWA  CpoKa
rogHoCTW (rogeH Ao: MECAL W TOA), YCA0BUS
xpaHeHusa, cnocob npumereHus; «na nprema
BHYTPLY, YCAOBUA OTAYCKa, HOMEP
PErVCTPALMOHHOTO YAOCTOBEPEeHMA, AOroTUN
npoussopnTens, GapM-Kof, WTPKUXOBOKA KO,
ABYMEpHSI  WTPUXOBOMA KOZ & 4acTUYHOM
DACWUDPOBKOI MHPOPMALWK, cogepmalleics
B [ABYMEPHOM WTpUxoBOM kode, «CmMOTpH
MHCTRYKUMIO no MELULMHCKOMY
NpUMEHEHKIOR, «He MPUMEHATL MO UCTEYRHMUW
CpoKa rofHOCTH», «XpaHWTe B HeA0CTYMHOM
[AR peTell mecTen.

[ONOAHUTENBHO Ha KapTOHHOW yMaxkosxe |
(naure) npogybanpoeaHsl Toprosoe
HaWMEHOBBHNE (7 £03VpOBKa c
UCrons308aHnem Wwpudra bpanns.

CpoK rogHoCcT! 3 ropa

loper po: 05/2027

XpaHenue Mpw TemnepaTtype He Bbilwe 25 °C OpUrMKHaNBEHON ynaxoske (nauke).

3aKkNQUEHUe: COOTBETCTBYET / He COOTBETCTBYET TpeGosanyvam JIM —004826-031022

(HeoBxoAMMO. NBANEPKHYTH)

HayansHuk OKK:

Ahommnuns Cenan A B

- [Hupunura /1.9.

Crpanuua: 2 u3 2



