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Ceptudurar kayecTea cepum No 2931 o1 22.03.2024

MoKCcOHMAUH, TaBneTky, NOKPbITHIE NAeHouYHoH oBonoukoi 0,4 mr
= P bopma,

5emcrpauuauﬂoe yaocrosepeque NM-Ne(002225)-(PT-RU)

Homep cepun 040324

[ara Hauana npownsBoACTEE 07.03.2024

Konpuuectso . 122960 ynakosok

AHaNU3 BLINOAHEH N0 HOPMATMBHOMY JOKYMEBHTY NN-Ne(002225)-(Pr-RU}-210423
Meioa KOKTROAR

Haumenosamue NOKa3arena Pe3yneTar KOWTPOAR

HOPMaTHUBHOE 3Ha4eHue

Onucanue 3U3yaNLHb
Kpyrnele  peoAxoBuinyknble  TabnetM, nokpuiTeie | Hpyrasie  asoAxoBuinykasie  TaBnetim,
nagHo4HOR obonouKol Benorc uau noutn Benoro ueeTa. | NoKpeThie naeHOYHOM obonouxoh Gernoro
Ha nonepesHom paspese BuAMb B2 CACA — RAPO | UBET2. Ha nonepeuHom paspess BHe ABE
Beaoro wam noutn Benoro uUBeTa M NAGHOWMER | CNOR — Anpe Senoro uBeTa U NABHOYHAR

ofonouxa. obonouxa.
MoANMHHOCTL BIKX
Bpema VAEDAMUBAHUA OCHOBHOTO nuKa Ha
XPOMATOrPaMme UCNBITYEMOTO pacTacpa,  BOMKHG CooTBeTCTBYET

COOTBETCTROBATE BPEMEHW YAEDKMBANUA OCHOBHOIC
nuKa Ha xpomarorpamme pactsopa CO MOKCOHMANHE,

Pacrsoperue P PO BIMKX
He mexee B0% (Q) moxconnamHa vepes 30 Mus. 106 %
PoacreeHHble npumMeck BIKX
| Npumecs & —He Gonee 0,4 % 0,10%
| Npumecs B - He Gonee 0,5 % 0,02 %
| Npumeacs C —He Gonee 1,5 % He oBHapymero
Npumecs D ~ ke Gonee 1,5 % He oBHapymeno
EAMHKYHAR HEMBEHTUDULMPOBAHHER NPUMECH — HE
Gones 0,5% 0,34 %
Cymma npumecei —ne Sonee 3,0 %. 0,84 %
OAHOPOAHOCTE AOIMPCBAHMSA [ P, cnocob 1, BIMX
_ AVS15,0%. 7,9 %
Ronwiecraentoe onpegeneHne BIMX
Ot 0,34 mr go 0,46 mr CoH12CINSO (Moxkconuamnsa) 8 0,43 mr
Tadnerye.
MuRpoBuGAOrHYECKan YuCTOTa [ PO Ha U
DBuwiee yucno azpobubix
MAKDOOPraHMIMos B 1 1; ne Bonee 1:10% KOE/ r/mn ; wmenes 1-10° KOE
DBuiee HUCAC APOROHEBLIX U
naecHessiX rpubBoss i r ue Bonee 1-107 KOE/ rfmn ; mexee 110" KOE
Escherichia colis 1r, oreyTeTeve 8 1 r/mn arcyTCTAYeY
Ynaxkosxa Mo 7, 10 wau 14 Tabnertok B KOWTYPHYIO A4eMKOBYI0 | Mo 14 TabaeTox B xomTypHolk suelkosod
YM2KOBKY M3 DASHKM NONMBUMHUNXNCPUAHONR ¥ GOABIM | YNAKOBKE U3 NASHKM NOAMBMHUAKIODUAHOMN
AMOMUHUEBON NEYZTHONA ASKUPOBEHHONA, W QONbfY  ANOMMHMEBOW  neuatHoR
Hnu no 10, 20, 30, 4C, 50, 60 wau 100 TabneTox 8 BakKy | NakWposaHHoi,
"3 nonuatuaeHTepedTanaTa, nau BaHKy | 1 KOHTYDHAA AYSRKOBAR YNaKOBKa BMECTR C

AONAMNPONUABHOBYID,  YRYNOPEHHYIO  KPBIUKOA U3 | MHCTDYKUMENR M0 NDUMEHEHMIO NOMELWEHL B
AOAUITHASHSE BLICOKOTO AABNEHKMA C KOHTPONEM NEPBOTO | KApPTORHYIO yNaxkoaky [navxy).

BCRPSTUA,  WAM  KPLIWKOR  NOMMNPOnWAGHOBOR ¢
CUCTEMOR  aMBMaTL-NOBEDHYTLY, WAKM  KPblWKOW U3
NOAMITUAGHA HWUSKOTO JABMEHUA C KOHTPONEM NERBOrS
BCHPGITUA.

Donycwaercs  csofogHoe  npoctpadcrse 8 Bawke
3ANOMHATE BATCH MEAULIMHCKOW MMIDOCKONMSECKONR.

Ha BasKy HaKNBMBAIOT ITUKETRY CaMOKNBRILYIOCR.

Oawy basky unu 1,2, 3, 4,5, 6, 7, 8, 9 uau 10 KOHTYPHBIX
AHEHKOBLIXN YAAKOBOK BMECTE C  WHCTRYXUMER 0o
NPUMEHEHMIC NOMEUAIT B KAPTOHKYKD YNIKOBKY

{nauny).
Mapruposxa Ha wKoWtypHo# suelivoBod  ynakoske (Gaucrepe) | Ha  xouTypHoli  AvesikoBoR  ynakoske
YKa3blB3IOT TOProBOE HWauMeHoBaMue sekapcrsesHoro | (Baucrape) YHA33HO: TOprosoe

Odopumaeno: Gesora H.C. Crpmntua: | uz 2
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npenagara {cornagaer € MEM Y HEDOAHBIM
HENATEHTOBAHHBIM HAUMEHOBIHUEM), NENAPCTBEHHYK
dOpMy,  S03MPOBKY,  HEMMEHOBAHWE  ABDKATENS
PERIUCTDAUMONHOrO yAOCTOBEPEHWA W HaUMBHOBAEHKE
NpOM3BOAMTENA /NIBKIPCTBEHHOIO npenapara, Homep
cepui (BrAKNAIWMA MECAL W FO4 NPON3BOACTSa), A3TY
MCTRHSHMA CPOKA MOSHOCTH (MECALL U rog).

Ha amikeTre BaHKK yKaasisaiiT TOProsne HaumeHoBaHWe
NeKaPCTEEHHOIO npenaparta {cosnapeer o
MEMOYHAPOAHBIM HENATRHTOBAHHLIM HAUMEHOBAHUEM),
NEKAPCTBEHHYIC  QOPMY,  [IOIUPOBKY,  KONUYErTsO
rafinetor B Banke, cnocoB npumeneHns: «4aR npuema
BHYTPLY, HAUMEHOBIHME ASDMATEAR PErUCTIALWOHHOTO
VOCCTOBEPRHWA W HEUMEHOBAHWE NDPOM3ISOLUTENR
NEH2PCTEeHMHOMD Npenapata, AOroTWN NpOUSBOAMTENs
WHAK NOrOTMN 33MA34MK3, GIPM-KOQ, HOMED Cepuu
{sxniouaroutwli  mMecaly « rog npowssoacTsal, @Aty
MCTEHBHUA CPOKE FOAHOCTH (TOASH AD: MRCALL ¥ roa).

Ha KaproHHeoi ynakosue [nauxe) yKasuiBawT TOProsoe
HAUMEHDBEHME NEKapPCTBEHHOTD NPenapara {cosnaaaer
¢ MEMAYHAPOAHBIM HEMNATEHTOBAHHBIM
HEMMEHOBEHUBM], HauMEHOoBaHne nepmarens
PETHCTPALMOHHOTO YAOCTOBEDEHMA ¥ HAMMEHOBIHUE
NPOU3BOAUTEAA JBKAPCTBEHHOTO npenapara, aapec
NPOM3BOAMTEeNA NIEKAPCTBEHHOMD npenapata (cTpawxa,
ofinacts, TropoR), 3NGKTPOHHBIA agpec u  cadr
NPOUIBOAMTENA, 30PEC ABPKATENA PeruCTPaUMOHHOTO
yaocToeepenws  (CTpaWa), nerapcreedsHyd  Gopmy,
AOBMPOBKY, KoauMecTeo Talnetor 8 ynakoBke,
MHGOPMaLMID © COCTABE /IEMADCTBEHHOrD npenapara
{HammenDBaHME [eWCTBYIOLIErD BEwecTsa u  ero
KONMWMUECTBO, NEpeYsHL BCNOMOTATeNLHLIX Bewects),
HOMED  cepuu  (BxnosaiowuB mecAal w o rog
NPOMBBOACTBA), JaTy UCTENEHUA CPOKa FOAHOCTH (rogeH
AOT MECAL M [OA), VYCAOBMA Xpaewns, cnocob
NPUMMEHSHKA: «[iNA Npuema BHYTPL®, YCAOBMA OTNYCKA,
HOMEp PErMCTPALMOHHOTD YAOCTOBEPeHMA, ACTOTHN
NDOWIBOAMTENA W/ AM AOTOTHN 23Ka3uMKa, GapM-KOAL,
WTPUXOBOK KOA, ABYMEDHBIA WTPMXOBOW KOZ C NOAHOM
AW YacTMYHOK  paCcwMPOBHON  mHbOpMaEuKMK,
COREPMELENCA B ABYMEDHOM WTPMXOBOM Ko4e wan Ge3
Hero, «CrmoTpi MHCTPYRUKIO NO NPUMEHEHMIO (AMCTOK-
gKnansiuly, «He nNPUMEHATE N0 MCTEMEHUW CPOKA
rOQHOCTHY, «XpaHWTs B HEAOCTYNHOM AAA fAeTed
mecrey,

LononuutenbHO HE KapTOHHOR ynaxoske (nauxe)
AyGnnpyeTca TOProBOE HaWMEHOBaHUE W A03MPOBKA C
HENOAL30BaHMEM WpKnbTa Bpains.

HAWMEHOBaHME NEKaPCTREHHOID Npenapara

{cosnapaer < MEMAOYHEDOAHDIM
HEAATEHTABAMHMbIM HAMMEHOBEHKUEM),
NeKapcTBe HHan dopma, AOIRPOBKAE,
HAWME HOBAHME ABpMaETENR
DETUCTPBLKOHHOTO yOOCTOBEPEHKUA w
HAUMEHOBAHUE NpouIBOLAKTENS

NEKAPCTBEHHOMD Npenapata, HOMep Cepuu
[BxnOYIOWAIA MECRL U TDA NPOUSBOACTBE),
AATa MCTEMEHMA CPOKA rOAHOCTH (MeCcHL M
roa}.

Ha HapToHHOW ynawpane (nauxe) yxaszaHo:
TOQIOBOE HAUMEHOBAHWE NEXKADPCTEEHHOID
npenapaTta {COBNAfaeT T MEXOYHaPOoAHbIM

HEMETEHTORAHHBIM HAWMBHOBIHUEM),
HaUMEHOBaHM1E pepmarens
PETUCTPAUMOHHOIC  YAOCTOBEPEHMS M
HBUMEHOBaHME NpOW3a0AKNTENR
NEKapCTEeHHOTO npenapata, aapec

NPOKIBOAUTENR AEKAPCTEBEHHOTO Npenaparta
{cTpama, obnacts, rOPOA), IAGKTROMHBIA
3ppec ¥ CalT npOM3BOAMTENR, 3Opec
BepMaTens PETMCTRAUNOHHOTD
yoocrosepenna  (CTpaHa], /exapCTBEHHAR
$OopMa, A03KPOBKE, KokvuecTao Tabaetox B
yrakosKe, aHOOPMAaUMA O  cocTase

NEKADCTBEHHOID npenapara
[HaumeHoBaHKe QelCTEYIOWEro BeLecTaa 1
ero KONWMYECTSO, nepeYeHb

BCAOMOTATENbHBIX BEWECTB), HOMED CEpUM
[BrAKQUAIOLINA METAL ¥ TOA NpoU3soacTea),
A@Ta weTeNeHUR CpOKa roAHOCTH (roger po:
MECHY M FOA), YCAOBMA XpaHeHus, cnocob
npumeHerua: «/lng  NpuemMa  BHYTPLY,
YCNOBMR OTNYCKS, HOMEP PErMCTPALUMDHHAIO
YOOCTOREPEMWA, AOTOTHI NPOKIBOSHMTENS,
GapM-KDL, WTPUXOBON KOZ, ABYMeDHbIH
WTPMXOB0MH KoA c HACTUMKOH
paCWKUPPOBKOH AHGODMBUAK,
copepalieics 8 ABYMEDHOM WTPKXOBOM

Kone,  «CMOTDM  WHCTpYRUMIO o |

NpUMEHEHWI0  (AWCTOK-BKNagBIW)»,  «He
NPUMEHATE NO UCTEHEHWUM CROHE MOAHOCTIY,
«XpaHuTh B HEHOCTYMHOM ANs  AETel
MecTer,

LONOAHATENBHO HE KEPTOHHON YNakoBKe
{navxe) npoaybnvposaHs! TOProBoe
HauMeHoBaHKE “ LO3NpOBKa it
UCNoAb3oBaHWEM WwpndTa Bpaias.

CPOK roaHoCTH

3ropa

Togex po: 02/2027

XpaneHue

1pu Temneparype He Beiwe 25 °C.

3akmoueHme: COOTBETCTBYeT/He cooTseTcrayer TpeSosaruam /IN-Ne(002225)-(Pr- RU)-210423

Ospopmaeso: Beavsa H.C.

{HeobxoguMOER NOAYEPKHYTS)

3amecTuTens Ha4yanoHuk OKK no npoussoacrey: é Eii 1 L

»
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Crpasiua: 2 w3 2
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"OZON Paspeutenne
WADMALIEBTMEA Had BBITYCK CEPHH JICKAPCTBEHHOI'0 Ipenapara B peanu3ailio
3D.447(04)
2931 o1 £ [0 o5
Hanmenonasnne npenapara Moxconuaun
Meamyuapbnnoe HENATeHTOBAHHOS, HIIH FPYTINHPOBOYHOE, Moxkconuann
HIH XEMIUECKoe HaHMeROBaHYe
Jlexapcraennas Gopma Tabnerky, nokpsiTsie neroyRof 0GonOUKOH
Hosuposxka 0.4 mr
Dopma BeINVCKa TaBaeTRH, MOKpHITHIE MIeROYHOMN ofonoukoft 0,4 mr
_ l (xonTypHas suelikosan ynakoska) 14 x | (mayxa KapToHHAN)
Homep cepuu 040324
| Komiectso 122960 ynakosok
Hara Hauana npon3BONCTRA ' 07.03.2024
Cpok roasoeru / Tozen oo 3 roga/ 0272027
HopMmarusnan goxymerrauns JITT-Ne(002225)-(PT-RU)-210423
Cepruduxar kauecTsa 2931 or 22.03.2024
Haumenonanne npoussonnrens 000 «O30H»
Azipec npou3BoanTENs (BCE CTATMH npom3BoACcTsa, BRovas | Camapekas o6, r.o. XKurynesck, r. Juryaesck,
_BhIMTY CKRIOLINI KOHTPOJLbL KavecTna) Y. I'mapoctponrenedt, 4. 6
Peructpaunornoe ynocrosepenne ' JIT-Ne(002225)-(PI™-RU)
flara rocynapcTeenHol perncTpamny 21.04.2023
Haumenosanue nepxarens PETHCTPALHOHHOTO ynoctoseperns| Q00 «Atomms
Paspeutenye aeficTsnTensHo 1o 0272027
Kommenrapun e

[lpusenennan penue HROpMALKA ABNASTCS IOCTOBEPHON W TOMHON. Cepua ICKEPCTBEHHOIO NPENAPATE NPOMIZCACHE (BXMONAN
YNAKOBRY (MApPKHPOBKY) M KOHTPONb KauecTsa) Ha NPOHIBOACTBEHHOM TIONIALKE B NOAHOM COOTBETCTBAN ¢ TpeGoBaHMsM HHLCH3WH,
[lpasun saanexawed npoussogcTeeHRON NPEKTHY, PErHCTPRUHOHHOTO 10Cke. 3afHCH N0 NPOMIBOACTRY, VIAKOBKE W KOHTPOMO KauecTsa
TIPOBCPEia, U YCTRHOBICHO HX COOTBETCTRRE TPEOOBAHMAM Tparkn saanexaweil npouanoaCTREHHOH NPAKTHKH,

TTPOAYKIIMUSA PA3PEIIEHA K PEAJIM3AIIHHM: &/ Ha o Her
VionnoMouensoe THIO:
)
- =/ Fron
A/(émr ::c‘aé{ Wmwuera Enena Bragamupopsa/ 5
noanucs F . SHO Jata

Crpanuua: 1 us 1
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