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MacTo Haxomaenus: 000 «Q3ous, 445351, Camapexas oba., . Hurynesck, ya. Necounas, 2 11

Mecrz ocywiecTenenna Anuensupyemod AgaTennkocru: 000 «03ows», 445351 , Camapcran oBn., r. 0. Murynescy, 1. Maryassck, ya.

FAPMRERSS rpocrpovTened, 4, 6; ven. +79874599991, 479874599992, (84262} 290-00, daxc (848632 341-05;
Muerans MuHKcTepcTsa NpOMbILIACHHOCTA 1 Toprosau PO Ne 1012-00102-77/00016730
Ceprudukar kauectsa cepuy Ne 6708 o 11.07.2024
JlozapraH, TabneTku, NOKpPLITEIE NAeHOuHOM oBoouKol 100 mr
TORSE HAMMENOBINNE JERADCTIRHNOID NBENAPATY, SENAD Hopms,
PerycTpaiMonHoe yaocTosepenke SMN-002220
Homep cepuy 230624
Hara nauana npoussoacTea 23.06.2024
Konusectso 61257 ynaxosok
AHBM3 BBINOAHEH NO HOPMETHBHOMY LOKYMEHTY /N-002220-220321, Yam.Ne1
Havwmenosasue nokasatens Metoz «onTg0n8 PesyneTaT KOHTpONS
HOpMaTMBHOE 3HaueHue
Onucanue Brzyvanshei
Unnuvaprusckue ABOAKCBLINYKNbie TabneTku, Usaunapuueckue  ABOAROBBINYKABIE Tabnetiu,
FIOXPLITHIE NABHOYHOM 0B0/0YKOR Benoro MAM | NOKPBITHIE NARHOYHON obonouxoit nouty Geaoro
noytu Genoro useTa, Ha nonepesHom Paspese | uBeTa, Ha NONEPEYHOM Da3pESe BUAHLI 183 CNOA
BuOHBl AB2 cnoa - Appo Geaoro wam nouTtd | — RARC noutH Benoro useta W NAGHONHES
Genoro usera n nnerouras ofionoura. oBonouka.
fAoanuHHocTs BIXX
Bpems  yaepwuearus  OCHOBHOTC nuka Ha
Xpomarorpamme UenbiTyRMOro pacraopa Coorsercrayer
A0MKHO COOTBETCTROBATL BpemMeHu
YOeDMMBEHMA OCHOBHOTD nuKa Ha
Xpomarorpamme pacrsopa CO no3aprana Kanva
{pazpen «Konnyectennoe onpeaenekues).
Pacrsoperue o PP Yd-cn TOMETDM:
He mexee 80 % (Q) yepes 45 mMun CaaH2CIKNGO 105 %

(no3aprava kanus).

PoACTBEHHDBIE NDUMECH

BIMX

NwBan eputnyran HewaeHTUDHUMpOBaHHan
npumecs — He 6onee 0,2 %;

Cyrma npumeceit - ve Gosee 1,0 %

He obHapymeno
He o6Hapyxero

OpHopogHocTe no3u posaHus

[ PO, cnocob 2
AV€15,0%.

2,5%

Honudecrserroe ongegenetue

BIKX
Ov982,5 ao 107,5 mr CazHz:CIKNGO {no3aprana
RaNUA), CHUTAR Ha CREAHIO Macty TaBreTky.

98,9 mr

Muxpobuonoruueckas uuctota
OBuwee yucno aspobusix
MUKPODPraHNamMoB B 1 1;
OBliee yueao aposessix i
nnecHessix rpubosslr;
Escherichig colis 11,

[®Pd, !{areggi_m A
He Gonee 1-10° KOE/ r/ma:

e Gonee 1-102 KOE/ r/mn;
oTCyTCYRME 8 1 r/ma,

menee 110" KOE

mexge 1-10' KOE
gTCyTCTBYeT

Ynakoeka

Mo 10, 30 raBnevok 8 KOWTYpHYIO AHEHKOBYIO
YO3KOBRY M3 NABHKW  NONMBUHUAXAOPUAHON
nubo NAEHKM
NOAUBUHAXAOIMARON/ NONMBHHUAMASHXACPUA
HOW  #  ONBIM  ZNIOMUHUBBOH  nevaTHOMN
M@KV POBRHHOM,

Wav ne 10, 30 TvaBnetok &
AMERKOBYIO YNEKOBKY 13 mavepuana
KOMBMHUDOBAHHOTD  Ha  CCHOBE  donerw
(TpexcaoiHnil marTepuan, BHAMOH S OWMHA
AMOMUHUEBYIO donsry, nAexxy u3
OPWEHTUPOBAHHOTC no/MEMKAS3,
MOAMBUHAIXIODKARYIO  NAekKy) . hoAwmu
ANOMUMHUEBDI NEYATHOR NAKUPOBAHHON.

1, 2,3, 4,5 6 um 10 KOKTYDHBIX AYEAKOBBIX
YNaKOBOK  BmecTe  ©  uHCTpyKumelt  no
MEAMUMHCHOMY MDUMEHEHMIO TOMELaIoT
K3PTOHHYIO yIaKoBKY (nadxy).

KOHTYPHYIO

30 7abneToK B KOHTYPHOMN AuSHKOBOR yNakosKe
U3 NASHRW NOAMBURMAXACPUAHOK w  donsry
SAIMUHUEBOM NEYATHO! AaKMPOaAKHON.

1 HOHTYDH2A RYEMKOBAR VNAKOBHE BMECTE ©
MHCTRYKUMER NO MEeAMULMHCKOMY NDUMEHEHMI
NOMEWEHDI 8 KAPTOHHYIO YNaxosky [nauky).

Mapuuposxa

Ha koxTypHO# Avelxosoit ynakoexke {Baucrepe)
YKaIbIBa0T Toprosoe HaumeHosakKue
NeKapeTBeHHOro  npenapsTta  (cosmapaer ¢

Ha koHTypro# sueiikasoil ynakoske (Gauctepe)
yRa3aHo! Toprosoe HEUMEHOBaHUE
NeKaPCTBEHHOMO  npenzpate  {coBnagaer ©

Odropmsieno: Tasnosa O.11

Crpannua: | 132
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DAPMALER VA

Mécro Haxowaerniar: 000 «Osony, 445351, Camapcran o6a., r. Hurynescy, ya. Mecounas, 4. 11
MecTa ocywacTanenns uuenInpyemon seateasrocr: 000 «Oaonn, 445351 , Camaperar ofin., 1. 0. uryaesck, 1. Murynescs, ya,
TuapocTgourenei, a. 6; ten. +7IB74599991, +79874599992, (84862) 290-00, daxc {84862) 341-09;

Nnuensus Munncrepcrsa (Tpombiwnersocrs i Toprosan P Ne /1012-00102-77/00010730

MB&!AYHapOngIM HENSTEHTOBAHREIM
HEMMEHOBAHKEM),  fexapcTBeHHYo  dopmy,
[03NPOBKY, HEUMEHO B2 HME Aepmarens
PErUETPAUMORHOTO YAOCTOBRREHMA "
HIWMEHDBaHKUE npou3soguTens

NIEKAPCTBEHHOMO  NPEnapaTa, HOMEp Cepww
[BrQuaioliuit mecRy ¥ 04 NPOMIBOACTHE),
AATY UCTEHEHUR CRPONE MOAHOCTY (Mecay v rog).
Ha wapToMHoRl ynaxkoeke (nauke) yeaisizawT
TORIOBO®  HAMMEHOBAHUE  NEKAPCTEENHOrO
nApenapata (COBNAA3ET € MEMAYHADOAHBIM
HENATEHTOBAHHLIM HaumeHosaHuem),
HEWMEHOBAHWE [EPATENA DPEruCTPALMOHHOrO
YAOCTOBEpEeHuA U] HaUMeHoBaHue
MPOUIBOAMTEAR  NEKapCTBRHHOMO  Npenapara,
anpec fROW3BOAUTENS NEKEPCTBEHHOID
npenapata (cTpana, obnscte, ropoa) (ans
nnow@anxn 000 «030H»), aapec NpoussoauTena
NexapeTsenHoro npenapata (crpaHa, oBnacts,
ropogckoi okpyr} (ana naowagrk 000 «O3cH
Dapm»),  MeKTPORHBIN  sapec  w  calir
npoussoauTens, appec aepatens
PErUCTRAUMOHHOTO  YOOCTOBEPEHUA  (CTpana),
NEKAPCTBEHHYIO POPMY, LO3UPOBKY, KOMMUECTBO
Tabnerox 8 ynakoske, uMdOpMauMIo o cocTase
AeKAPCTEEHHOMD npenapata  (Haumexosakue
AEUCTBYIOWETD BSeUleCTsa W ero KOAWYECTBO,
nepeYeHs BCNOMOTATENbHBIX BRILECTB), Homep
cepun  (Brmovalowmit  mecRy v rop
NPOW3BOACTBA), AATY MCTENEHUA CPOKA FOAHOCTY
{romeH po: mecal W rod), YCAOBWA XPaueHus,
cnoce® npuMensHME: «iR NpUeMa BHYTpu®,
YCAOBMA DTNYCKA, HOMED DPerucTPIurOHHOrC
YAOCTOBEPEHMA,  ADFOTMM  [POUIBOAMTENs,
bapm-Koa,  WTPMXDBOR  KoA,  ABYMEDHbIR
WTPKXOBOW KOZ € NONHOH wWAKM  uacTuyHoM
pacuindposxoi uubopmaumu, copepmalieiics s
ABYMEDHOM WTPUXOBOM Koge wau Ges wero,
«CMOTPM  MHCTRYRUMIO 10 MEOWUMHCKOMY
NPUMEBHEHMIOY, €HE NPUMEBHATL NO KCTENEHUM
CPOKE rOBHOCTUY, «XDaHWTE B HeLOCTYNHOM Aan
OBTEA MECTED, CXemaTWueckoe n306pamenue
TaONETHM.

LONOARUTENSHO HE KAPTOHHOR YNaKOBKE
{nauxe) ayBAMPYETCR TOPTOBOR HAKMEHOBaHME 1
[D3MPOBKA T UCNoAL30Bakuem wondra Spaitns,

MEMOYHREPOAHLIM HENATEHTOBAHMHbLIM
HBUMEHOBAHWEM),  JewapcTIeHHRR  GOpMa,
LBO3MPOBKE, HaumeHoBaHKE LepmaTtens
PRIMACTRALMOHHOM YAOCTOBEDEHMA u

HaMMEHOBaHWE npoussoauTens NeRapPLTBRHHOIO
NPenapara, HOMep cepui (BKMINAIWME Mecal
M TOR NpOW3BOACTEA), AATA WCTEMEHMA Cpoka
FOAHOCTH [MeCsL 1 rag).

Ha RapromHol ynaxosxe
TOProBOE  HAUMBHOBaHWE
npenapata (coBnagaeT ¢  MEMAYHRPCAHLIM
HeNaTeHTOBaHHKbLIM HEHMEHcﬂaﬂhﬁML
HIMMEHOBAKNE AGDMATENR DErWCTPaUMOHHOM
YOOCTOBEPRHUS [ HanmeHoBaHme
NDOU3BOAMTENA  NEKAPCTBEHHOrD Npenapara,
anpec NPOMABOAKTENR NEeKapCTBeHHDID
npenapata  {ctpama, obnacte,  ropoa),
NEKTPOKHLIA  2APEC,  3/EKTPORHbLIM  CanT
NpOKIBOAUTEARR, aapec Lepwarens
QErUCTPAUMOHHORG  YAOCTOBEpEHMR  (CTpawa),
ARKApCTEEMHAR QOPMA, A03MPOBKI, KONUYECTED
tabaetor 8 ynaxosKe, wkdopmauun o coctase
NEKAPCTBEHHOIQ npenapata  (HaumeHosanne
ABRCTAYICWErD BEUIETTBE ¥ €r0 KOAMMECTSD,
nepedeHs BCNOMOraTE/NbHLIX BEIECTs), HOMED
cepun {BrniovaOWUR Mecay “ rog
NPOM3BOACTBR), AaTa UCTEUEHMA CDOKA rOGHOCTH
{roggH go: mecsy W roa), yCAOBUA XpaHeHun,
cnocof npumeHesua: «[A npuema BHYTPbY,
YCADBUA OTNYCKA, HOMED DEruCTpauMoHHOre
YOOCTOBRPEHMA,  NOTOTMN  POWIBOAMTENS,
dapm-kop,  WTPMXOBOR  KOA,  ABYMEpPHbIK
WTPUXOBOR KOA ¢ YECTUYHOH pacwmbpoBkoik
MHPOPMEUAY, CONeDELWeNHCR B OBYMEPHOM
WTPHMKOBOM KOfie, «CMOTPU MHCTPYKUMIO no
MELMUMHCKOMY NDUMBHEHWIGN, «He npuMeHaTs
a0 wireveHu CpoKa TOAHOCTHYD, a)(paumb -]

{na4xe) yKaszawo:
NEKAPCTBEHHOMD

HELOCTYNHOM Ans neTel mecTen,
exemaTudecsoe wobpamedne TabneTru. !
[OONoAHUTEABHO Ma  KAPTOMHOR  ynaxoske |
(nauxe} npoayéanposans Toprogoe

H3UMEHOBAHME ¥ NO3MPOBKA C NCNIOALIOBAHMEM
lupngra bpaitns,

CpoK rogHocTy

3rogz

Topen go: 05/2027

XpaHedne

B 33WMIERHOM OF CBET MECTE, NP Temneparype He Bbiwe 259 C

3aknioueHmne: COOTBETCTBYRT/ He cooTBeTCTBYeT Tpebosanuam /1M1-002220-220321, Mam.Nel
{neobxonumoe noguepERYTE)

Odopmneng: TTasnosa 0.1

Havansruk OKK:

/ Rupuauna )‘kw
P

Crpansua: 2 w32




Tunetsus Ne J1012-00102-77/00010730
9 Je' No GMP/EAEU/RU/01313-2024
©OZON -
EARMALIE S TiAKA Ha BBIITYCK CEPHH JIEKapCTBEHHOTO IIpelapaTa B Pealu3alHio
30.447(04)
No 6708 ot 3
Hanmerosauue rpenapara Jlosapran
| MexayHaponuoe HenaTeHTOBAHHO, HAH TPYNIHPOBAHHOE, Jlosaprau

| HITH XEMHYECKOS HaHMEHOBaHHE

JlexapcTserHan gopma Tabnerxn, NOKpLITHE MAEHOYHOM 0GoN0YKON
Hosuposxa 100 mr
DopMa BHITYCKa Tabnerxu, nokpsiTsie wieHogHoH obonouxol, 100 mr

(kOHTypHas gqelixosas ynaxonxa) 30 x | (nauxa xeprouuas)

Homep cepun

230624
KomecTso 61257 ynakosok
Hara npouseosersa 23.06.2024
Cpox roasoctu / lNonex qo 3 rona/ 0572027

Hopmatupuas xoxyMmeHTaums

JIT-002220-220321, Mam Nel

Ceprrgukar kawecrsa cepun

6708 ot 11.07.2024

Hanverosauue npowssonnrens

000 «Qzonn

Ajpec npoussoauTeNiA (BCe CTAMHEA NPOKIBOICTRA, BRITIOYAS
BBIMYCKQIOMINH KOHTPOAL Ka4ecTna)

Camapckas o6, 7.0, Knrynenck, r. JKrryvIesck,
| yn. Mmapoctpoutened, 4. 6

PerucTpanoHHoe Y 10CTOBEPERME JHI-002220
Hara rocynaperaensoft perucTpaum | 04.09.2013 1.
Hauvenosanue nepwatens perucTpausonsore yaocroneperus| 000 «ATomm
Paspemierue peficTeiTensHO 10 05/2027

Kommerrapun

Tlpisenchnas ReUe MHGOPMAUMA SBNSSTCH JOCTOBEPHOA M ToumoN. Cepus NCKAPCTEEHHOrO NPENAPATA NPOMIBEEHA (BKIIOUAX
YUAKOBKY (MADKHPOBKY) ¥ KOHTPONL KANECTHA) HE MPOM3BOACTBEHHON NAOUIALKE B NONHOM COOTBETCTEMH ¢ TPeGOBANMAMY NHUCHINH,
[lpapua pasnemaied IPOHIRONCTEEHHON NPAKTHKY, PETHCTPAHOHEOTD 0CHe, JaMMCH N0 [POH3BOACTBY, YNAKOBKE H KOHTDOMIO KaHeCcTsd
HpOBEPEHEL, W YCTAHORICHO HX cooTBeTeTRHC Tpebosanuay [lpasis satexamel NpoM3IBOCTBEHEOH MPAKTHRK.

[MPOAYKIIMA PASPEUIEHA K PEAJIU3ALIMU:
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