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CEPTU®UKAT CEPUM rOTOBOW NPOAYKLIUU
(nekapCTBeHHbIe npenaparbl ANA MeAUUMHCKOTO npuMmeHeHus) Ne 138

TeHoTeH TabneTku ANs paccacbiBaHus (KOHTYpHas S4enkoBas
ynakoeka) 20 X 2 (na4ka KapToHHas)

HazsaHue, nekapcTBeHHan (hopmMa, pasMep ynakosku

Crpana HasHavenus: POCCUSA

Homep cepuu: 590122

Nlata npoussoactea:  17.01.2022

Cpox rogHocTn roaed go:  01.01.2025

KonuuecTso ynakosok B cepuun: 24 649 WT

Homep PY: JIN-N (000029) - (Pr-RU) pata pervcTtpauun: 18.12,2019

HA: ®Cn Nn-N (000029) - (Pr-RU) - 181219 ot 18.12.2019

HacToswmm A yAOCTOBEpSI0, YTO BCE CTaAWUM NPOM3BOACTBA Cepuu rOTOBOM MPOAYKLMK
neKapcTBEHHOTO npenapara Anis MeAMLMHCKOro MPUMEHEHUS BLINONHANWUCE B NOITHOM
cooTBeTcTBUYU ¢ TpeboBanusMn GMP u peryuctpaloHHbIM A0Cke.

F e //‘
YNONHOMOYEHHOE NULLO: S~ IKpoxuHa E.B./

/
mww T
&
5

[lata nogmucanusi; 26.01.2022 i
S gy S T




“ meDbica

MATERIA
CEPTUOUKAT KAYECTBA Ne 59

Haspanue npenapara: «TEHOTEH» NedD
CtpaHa — NPCU3BOANTENL. Pocewickan Pegepayus
Homep pervcTpauuoHHorg YAOCTOBEDEHVIR! N-N(000029)-(PT-RU) o7 18.12.2019, cpok aehcTaus 40 18.1 2.2024
[o3upoBka COCTAB HA DAHY TabneTxy:
XTVBHLIE KOMNOHEHTSI

AnTaTena k Modrocneuuduieckomy Genxy S-100 atPUHHO OUULLEHHBIE 0.003r*

BCNOMOraTENbHEIE BRLLeCTBa:

nakTo3bl MOHOrMAPAT (nakrosa) 0.267r

UEeNAIOND3a MUKPOKPUCTANNKWYECKAA 0,03r

Mar{uA creapart 0,003 r
*HEHOGETECA KA NAXT03y B BVAS BOAHO-CAVPTOBOR CMECH C CONAPKAHKEM HE Bonee 10°'? Hi/r aKTUEHOR HOpPME! AEACTBYOWEID BOLECTER

TeopeTnueckan Macca Tabnerxy 03r

[lexapcTeerHas HopMa: Tabnetks AnA paccaceiBanug

Paawep v Tun yNAakoBki: N0 20 TaBneTox B KOHTYPHOR AYeRKOBO YNaKoBKe U3 NNEHKK NONUBMHUNXNOPUAHOR W (DONBM anioMUHWEBOR,
N0 2 KOKTYPHBIE SYEAKOBbIE YNAKOBKA BMECTE C WHCTPYKUMER NC MEAKLIMHCKOMY NPUMEHEHNIO NOMELWEHE! B NAUKY U3 KapToHa.
KonuyecTso ynaxoBoK B CEpUM: 24649 wr.

Homep cepin: 530122

[ata npownaBojcTea: 17.01.2022

[laTa CxOHMEHUR CDOKA TOAHOCTH: TOAGH ao: 01.01.2025

Opisaseckut agpec, 000 <HMN® «MATEPWA MEOVKA XONAWHI», Poccua,

127473, r Mocksa, 3-} CamoTesnsii nep., a. 9, Tenedonithae: +7 {495) §84-43-33

Ajpec Tpov3scACTSeHHON NNOUIAAKI Poccus, r Yenabuxck, yn. Byrypycnadckas, 4. 54

NuugHang: Ne 00432-1C oT 02 heepans 2021 r., BeldaHHas MWHUCTEPCTEOM NPOMBILLNEHHOCTH W Toprosnn Pocenitckod depepaunmn
PeayrpraTs aHanuaa

Mokasatenw T TpebGosanus fiF-N(000029)-(PT-RU) = 181219 T PgaynbTaThl UCABITAHMA
"Onucanve Tabnetku nnbcmuunnkp,puue&&?@@ﬁi{féﬁ%?&a51&55{7&6{1'5;6{N;Ef{c?sﬁﬁﬁﬁﬁmﬁbﬁe’f:'ucﬁ hopmet, ©
or Benoro Ao noutd Benoro useTa. Ha nroCKoR CTOPOHE G| PUCKOR W cackod Genoro UseTa. Ha nnocko#
DWCKOIA HaHeceHa Hapnuce MATERIA MEDICA, Ha ,u,pyruﬁicmpone ¢ pWCKOW HaMeceHa HAANUCH |

NNOCKOW CTOPOHE HAHeCeHa HaANKCL TENOTEN. MATERIA MEDICA, w©a Aapyro# NNOCKOW
CTOPOHE HaHeCeHa Haanuch TENOTEN.
NoANMUHHOCTE {aueCTBEHHAA pearuMA Ka NaKrTodbl MOHOTMApPaT C meaHo- COooTBETCTBYET.

TAPTPaTHLIM DEAKTHBOM {peaktusom Genunra). Beinagaet
ocanoK DOAHMKEBC-KPACHOTO ugerta.

'PacnanaeMocts  He bonee 5 MAHyT 2 MuHyTHI 06 CeKyHA
WcnuiTaHke NPOBOART B COOTBETCTBAA C TpefosaHurMI CootseTcTeyeT TpeBoBaHuAM ro XL 1. 1L
ro X, . 1, 00C.1.4.2.0013.15 OdC.1.4.20013.15
' o;quapohiiaéﬁ;'ﬁééé&i’“'iﬁ&ﬁsﬁéﬁﬁé”ﬁﬁﬁ"é"bﬁf‘é"h"&&ﬁ{ér?ﬁi CrpeBopavuamu  CpeawAs macca: 0,300 r
Tabnertok ré Xl 1. Il, CoC.1.4.2.0009.15. OtknoneHws: ot - 1,33 % ao + 0,67 % |

| lonycTAMoe OTKNOHEHWE Macehl oTaenbHoix Tabnetok oT Cooteetcteyet TpeGopakusm [P X, ool
| cpeaHed maccsl AnA 18 W3 20 taBnetoxk cocrasnset £ 5 %; O®C.1.4.2.0009.15.

gmnycmmoe OTKMOHEHME Macchl OTAGNbHbIX Tabnetok OT |

| cpennedt maccel Ans 2 #a 20 TabneTok cocTaBnAer 10 % |

MiukpoBwonorweeckan | Meton 1. VicneTawMe 1 oBOART B coOTBETCTBMM  C| CooTeeTcrayeT Tpebobanuam [® Xiil T. L
yacToTa tpeBosanuamu o X, T. |, 0O®C.1.2.4.0002.15 (kaTeropus 3 O®dC.1.2.4.0002.15 (kateropus IA)
3A). | ofLLee KGO a3poBHbIX MMKPOORFaHUIMoa —
wenee 10 KOEB 171,
ofLee YMCNO APONCKEBbIX U NNECHEBbIX
rpuGos — meree 10 KOE s 1T,
'8 1 rorcyTetayior Escherichia col
“THo 20 T2BMETOK B KOHTYDHCE RYEAKOBOW YNaKoBke w3 nnewmn | Cootsetcrayet. o

‘Ynakomka
NONUBAHWAXNOPVAHOR ¥ onkTH anomuHneson. Mo 2 |Mo 20 Tabnetok 8 KOHTYPHOIN RYEAKOBOR
| KOHTYPHDIX R4EAKOBLIX YNAKCBKA BMECTE C WHCTPYKUMEHR 1O | ynakoexe u3 NneHKkn NONMBAHUAXIOPUAHOR W
e ULMHCKOMY NPUMEHEHUIO NOMELLAIOT B NAUKY W3 KapTOHa | PONkIM anioMaHAeeck. Mo 2 KOHTYPHBIX
AYBAKOBLIX YNAKOBKA BMECTE C WHCTDYKUMEN
N0 MEAWLMHCKOMY MPUMEBHEHWIO NOMELEHs! B
nauky U3 KapToHa.
"XpaHenue T Y GaRWTe NP TEMNEPATYDE He Bbillie 25 C. e OTRRTOTOY Y. |

e —— S — | Mpw Temnepatype We bwe 25°C.
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Mokaiatenu "~ TpeGosanwn NN-N{000029)-(PM-RU) - 181219

PezynbTaThl MCNbITAHUA

1
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Mapkuposka i MapxupoBka nepeuYHOi YNaKoBKkw

- Ha KoHTYpHOR AUSAKOBOR YNAKOBKE YKA3LIBAKIT:
HAUMEHOBAHUE NPenapaTa, NEKapCTBRKHYIO hopMy,

| HAUMEHOBAHWE NPOKIBOANTENA W Er0 TOBAPHBIA 3HAK, HOMEp

_cepuu, CPoK roaHocTH (eflo. . »).

i MapxvpoBeKa BTOPUYHOU yNakoBKi.

' Ha KkapToOHHOR NAYKE YKAILIBAKT, HANMEHOBAHKE, aapec.
TensdoH/ake NPONIBOAMTENS W Br0 TOBAPHLIA 3HAK,
HawMeHOBaHWE Npenapara, HauMeMoBaHue npenaparta
wpudbTom Bpains, nexapcTaeHHyo opMy, COCTaB npenapara
C yKalaHueM H3IBaHWA U KOMUUEeCTBd aKTUBHBIX BEUIECTB U
HA3BAHWA BCNOMOraTensHbiX BEWECTs, konkyecTro rabneTtok a
ynaxoeke, «Cnocob npUuMeHeHWA U 103bl: CM. MHCTPYKUWIO NO
MEAWUWHCKOMY NMPUMEHEHWIO BHYTPW YNaKOBKW», YCNOBUA
0TNYCKa, YCNOBUA XPAHEHWA, «XPaHWTb B HEAOCTYNHOM NA
AeTeid mecTe», «[IpUMEHAETCA NPW CTPECCAX ¥ TPEBOrey,
thapm-koa (rpachuueckui u uupoBoit), HOMEp cepun
(«Cepwa;... »), CPOK roaHocTH («ogeH RO.. .»), AaTa

| npouasogcTea («/lata NpomMaB.: .. »), MHAKBUAYANEHEIR

| cepitHblil HOMEDP NOTPEBUTENLCKOR (BTOPUYHON) YNAKOBKK

| («C.H.; ...»), rnoBanbHbith Homep Tosapa GTIN («GTIN ...»),

| PEFUCTPAUNOHHBIR HOMBP, WTPUX-KOA, CPEACTBO

uaeKTGVKauun (20 koa B MawmHounTaemoi chopme).

CpoX ronHoCTH 13 rog__e_é_._mm B

CooTBETCTRYET.

MapKkupoBKka NepBvi4HOR ynakoskv

Ha KOHTYpHOW RYEAKOBOW yNakoBKe yxadaHo:
HauMmeHoBaKWe npenaparTa, NexapcTBEHHAR
chopma, HaUMEHDBAHWEe NPOW3IBOAMTENS U Ero
TOBAPHBINA 3HaK, HOMED CEPUA. CPOK FOAHOCTY
(«o »).

MapKknpoBKa BTOPWYHOR YNaKOBKM.

Ha kapTOHHOW nayke ykasaHo:
HauMeHoBaHue, agpec, TenedoH/thakc
NPOU3BOAUTENA W €0 TOBAPKLIA 3HAK,
HauMEHOBAHWE NPenapaTa, HaUMeHoBaKne
npenaparta wputhTom Gpaitns, |
nexapcTBeHHaA hopMa, CocTas NpenapaTa ¢ ?
yKalaHuem HaIBaHVA U KONWYECTBa akTHBHbIX
BELWECTS 1 Ha3BaHWA BGNOMOraTenbHbiX
BeLlUecTs, Konu4ecTeo TabneTox B ynakoske,
«Cnocol NPUMEHEHWA U 403bI: CM
WHCTPYKLKIO ND ME8AMUWNHCKOMY NDAMEHEHWKD
BHYTPU YNAKDBKAR, YCHOBUA OTNYCKA,
YC/IOBUR XPAHEHWUA, «XPaHUTb B HELOCTYNHOM
nA ageteh mecter, «pumenseTcs npu
cTpeccax v Tpesore», papm-ko4
{rpathuueckud u LUDPOBOR), HOMED CepuK
{«Cepua:...»}), CpoK rogHocTy («logeH
Ano:...»}, nata nponasogcrtea {«[ava
NPOKARA..... %), KHAWBUAYANEHLIA CEPRHBLIA
HOMEp NOTPeGUTeNLCKOR (BTORMMHONR)

[ ynakoBk («C.H. ...»), rnoBanbsit HoMep
lroaapa GTIN («GTIN ...»), perMcTpauvCHHbI?
HOMEep WTPUX-Ko4a, CpeacTso
waenTuthbukaurn (20 K04 B8 MAWMHOMUTAEMOR
_thopme)

"CooTeetcrayeT.

Kommentapna: YkazaHHas B HacToAwem ceprudbvkare Cepua npenaparta coortsercreyeT TpeSomanusam JM-N(000029)-(PT-RU) -

181219,
3aneaexue o cepTdukauny: STHM 8 CEMABTENbCTBYIO, YTO NPUBEABHHAR BhILE UH(IOPMAaLUA 4OCTOBBPHA M TOUKE. 3Ta CEPUA NPOAYKUAN

Hsina npouaseaeHa (BKNKYAS YNAKOBKY/MaPKMPOBKY) W KONTPONb @& Ka4ecTea BbIMONHEH B NOMHOM COOTBETCTBWM C npasunamn GMP u
Aocke creundukauui ana uccheayemoro NC. MNpoTokonsl NPOWABOACTRA, YNAKOBKM U aHaNU308 BeiNW paccMoTpeHs! U cooTeeTcreue GMP

yCTaHOBNEHO.

HauansHuk OKK Kapnosa E.A.
Oeta: 25 ausapn 2022
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