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000 "Tpotexc™
195279, Cankr-Merepbypr r, MHAYCTaMaNbHSIA
np-k, Aom Ne 71, Kopnyc 2, nuTepa A
Ten: +7 (812) 385 47 87 / daxc: +7 (812) 385 47 88
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TNuuenxaun: Ne0023-11C o1 03.08.2018
IS0 9001:2015
* N2 20.2074.026 ot 30.12.2020 a0 08.12.2023

Ananutvdeckuii nacnopt Ne [T1-1713 ot 22 nrons 20211,

Haumenosanue: TprnaxTar®, kannu masHsie 0,005% 2,5 mn, nakoH ¢ KanensHuuei us
NOMUATUINEHS HUSKOY NNOTHOCTY ¥ KPBILWKOW € KOHTPONEM NepBOro BCKPBITHSA, C
YriopHsii YSTPORCTEOM (1), NayKa kapToHHan ‘

Homep cepuu: 030521

Pasmep cepun: 174 870 ynak.
VicnbiTanus nposegersl no:  1-004254-191119

Dara npouseogcTea:
IHara npoBeAeHMA UCTILITAHKMA:

14.05.2021

Mogex ao:01.06.2024

14.05.2021 - 22.06.2021

PerucTpaunoHHoe yaocToseperue: JIM-004254 ot 18.04.2017

HawvmveHoBanne TpeBosaHus HOPMETUBHON 5
noxKasaTenen AOKyMeHTauuu Pesyniras! nonbIenii
1 2 3

Onucadue Mpospaurar GecleeTnas ¥pkocrs  MNpospaunan GecliseTHan MUAKoCT

MoANMHHOCTL:

- nararanpoct BpeMs yAepHMBAKUR NIKE BpeMs YAGPKMBAHWA MUK NAaTaHONPOCTA Ha XpoMaTerpaMme
NaTaHONPOCTA Ha XPOMATOrPaMME  [WCMBITYEMOTO PacTBopa COOTBETCTBYRT EpEMeHit YAEPHABSHWUA
WCNLITYEMOTC PacTsopa RO/KHO nWKa naTasonpocTa  Ha mme pactsopa  CO
COOTBETCTBOBATL BpeMEHU nataonpocTa ¥ GensankohuA  Xnopuaa  (nokasaTens
VASPWUBEHUR VKA NATHONPOCTa  |«KONWMECTBEKHOS CpeAensHues)
Ha xpomarorpaMme pacrsopa CO
nataHonpocra U GeHzankoHua
xnopuza (nokasartens
«KonuuecTeeHHoe onpeaenetues)’ )

- BEeH38NKOHUA XNOPKUE Bpemn yAepH1BaHUS NNKOB Ci2wu |Bpems w;apimsaum nukas C12 n C14 Ger3ankoHis Xnopuaa Ha
C14 BexsankoHua xnopuaa Ha XPOMATOFPAMME UCTILTYEMOTO PAcTBOpa COOTBETCTRYET BREMEHM
XPOMATOTPAMMIE HCNLITYEMOTD yaepwaieaHus nuxos C12 w C14 GeHaankowws Xnopuaa Ha
pacYBOpPa AOMMKHO COOTBETCTBOBATL |XPOM3TOrpamme DacTsopa CO naraxonpocta ¥ GeH3ankoHus
Bpemenv yiepxusanua nukos C12 v [xnopuaa (noxasaTens cKonuiecTseHHoe onpeAsnenves)
C14 BeH3anzoH#dA XNOpuAa Ha
xpomaTorpawme pacreopa CO
naraHonpocTa u BeH3ankoHwa
xniopuaa (noxasaTent
«KONMYBCTEEHHOE ONPeaeneHue»)

[po3pauHoCTe Mpenapat aomKeH bbms Mpenapat npo3pasyHblit
npo3pasHeiM

LIgeTHOCTb Mpenapat aorvieH GbITs Mpenapat GecuBeTHIA
GeCcLBETHLIM d

pH 071628072 6,7

MexaHW4SCKue BKNKYEH!RA

MpenapaT A0MKeH COCTBETCTEOBAT
Tpebosanusm ¢ PO,
0®C.1.4.2.0005.18

Tpenapar esiaepwusast Tpebosanus G PO, 00C.1.4.2.0005.18

CCMONANLKOCTE Cr 250 ao 300 MOCMIKT 284 mOcw/xr

MNpumecs E naraHonpocra He Gonee 3,0 % 0,02 %

(KWCNOTa NaTaHonpocTa)

PoacTeSHHbIE NPUMECH:

- BAVHUYHOR He Gonee 1,0 % 0 %

HEMAEHTUUUMPOBAHHON

npuMecy

- cymma npumeced (Ges He Gonee 2.5 % 0%

yaETa npumecy E)

ObbeM COASPXUMMOra |Dormwen suiaepxusaTs Tpebosakvsa (Mpenapat sbiep TpeBosanus M® PE, 0@C.1.4.2.0007.15

YNaKoBKA o PO, 09C.1.4.2.0007.15

CTepunsHoCTs TMpenapat AomxeH BeiTe Mpenapart cTepuneH
CTEPUNbHEIM "

KonuyecTeeHHoe

orn-peaeneHue:

- NaTaHonpecTa Ot 0,00450 go 0,00525 % 0,005 %

- BEH3aMKOHMA XNOpHaa 070,018 700,022 % 0,0191 %

cTpatMLa 1 3 2




1 2 3

Ynakoska o 2,5 mn B0 dnakoH & Mo 2,5 Mn BO (PnakoH-KanenbHULy 43 NONMSTUREHa BHICOKOM
KarenbHWLER U3 NonuaTunena naBnesvs B KOMAnexTe C KPLILLIKOR HEBMHUMBAEMOR W
|HA3KOH RNOTHOCTY W KPLILLKOMA © npoBkoii-kanensHuuei.

KOHTPONEM NEPEOTD BCKPBLITUA WA Mo 1 dinakoHy sMecTe © WMHCTPYKUMER NO NPUMEHEHIO, YNOPHBIM
B0 (hN3-KoH-KanensHuLy 13 YCTPOACTBOM B Na4Ke 13 kapToHa.

NCNWaTUNEHa BbICOKOND AaBNEHUA 8
KOMMNEKTE C KPLILIKOM

HaBWH n
npOBKOA-KaNENsHILEH.

Mo 1 wnu 3 hnakoHa emecTe ¢
WHCTPYRUMEH NO MPUMEHEHWO,
VTIOpHBIM YCTPOTCTBOM Wit Bes Hero
B Ma4ke U3 KapToHa

Mapkuposka B cooteeTcTEYM G HI Ha aTMkeTKe «hNaKOHa YKasaHo TOproBoe HauMeHoBaHue
N-004254-191118 npenapaTa ¢  NpenynpeawTensHoil mapkvposxod ",
MeMgyHapoaHoe HeMaTeHTOBAHHO? HauMeHoBaHe,

rpachyueckn sHak «S», NexapCTBeHKan (opMa, KOHUSHTPaUMA
nefcTsyiowero sewecTsa, ofbeM npenapara 8 MWILMNWTPAEX,
ToBapHLIN 3HAK MPOMIBOQWTENs, HOMep Cepuyd, CPOK rOAHOCTH,
HaHeceH  WAEHTWAMKAUMOHHSI  KOR (Bykserno-uudposos
ofo3HaueHue).

Ha nadke ANA (nakona YKasaHo TOPros0e HaWUMEHOBaHUE
npenapata C  NpeAYNPeAUTENbHOR Mapkuposrow 8",
MesayHapoaHoe HenaTeHTOBaHHOEe HaUMEHOBAHUE,
rpatbuEecKui 3HaK «S», NEKIPCTBEHHAA (POPM2, KOHUSHTPALMA
AE/iCTBYIOLLErO BElLecTEa, 00bEM Mpenapara B MIWMNUANTRaX,
NPEANPUATHE-NPOMIBOAUTENE, ero TOB@pHEIA 3HaK, aagpec,
TenedioH, (DAKC, @APEC  ANGKTPOHHOTO  cCeiita,  aapec
ANeXTPOHHOTO CaiTa € UHGOpMaLIMeR O NpenapaTe, HassaHue v
copepwaHue  fAelcTByioulero  BellecTsa M NEpENBHS
BCNOMOraTesbHbIX BBLECTB, «CTepunbHO®, «Cnocob
NpUMEHEHMS: CM, MHCTPYKUWIO M0 NPUMEHEHUIOD, YLIOBMA
XPaHEHUA, YCTOBUA OTNycka, MPEAYNpPeauTensHsie HaamicH:
«XpaHWTL B HeAOCTYNHOM ANA nareit mecre», «He NPUMEHATL
fOGRe OKOHYAHWR CAOKA FORHOCTUl, «/CoNbAoBaTs B TEMBHUE
1 MecsUa Nocne BCKPLITUS NakoHar, HOMEP PeTHCTRaLMOHHOro
YAOCTOBEPEHMA, HOMED CEpWM, CPOK TOAHACTH, WTpuXoBO# KOA,
HaneceH waenTdukaLMoHMBl Ko  (BykBerHO-uMQpoBoE
oBosHaNEHUE), KOA CEpUBNUIAUMM,

Aparerve pus TemnepaType or 2 AC 8°C. Mpr TemnepaType oT 2 o 8°C.
BekphiTsii hnakoH XpaHUTL NPl BokpbiThilk (D12KOH XpaHWTE NpW TEMNEPATYRe He Bbllue 25°C
TewnepaType He Buiwe 25°C

CpoK rofHOCTH 3 ropa. Tlocne BCkpLITUA (nakoHa = |3 roaa. focne sckpemin nakoHa — 1 Mecay
1 mecay

3aknoyerue: TewnakTaH®, kannu rmastsle 0.005% 2,5 Mn, (ONaKoR C KanersHuLe 13 nonuaTuneHa
HU3KOM MIIOTHOCTM 1 KPbILLKO# C KOHTPONEN NEPBOTO BCKP&ITHA, T YMOPHBIM YCTPCACTBOM
(1), nauka kapToHHas, cepua 030521 cooTeeTCTBYET TpeSosaHuam M-004254-191118 no
NpoBEPEHHbIM noKasaTtenam KayecTtea

AHaﬂbHMK Amm Bankosa E. A. HauansHuk MBI/ @/ WsaHosa C. B.
7 o

Havanbhuk O@%é éﬂ mutpresa T. A,

crpaHmya 2 w3 2



PapmauesTuHecKan
cucTeMa KadecTsa
000 «IpoTexe»

Paspetuenue Ha Beinyck cepun iC
P3-5-CTM-10.01-0025-2020/4 Bepena 1

000 "[porexe”
185279, Canxr-TerepBypr r, MraycTpUansHeiit np-kT, Aom Ne 71, kopnyc
2, nurepa A

= O H

N ] SO LO P HARM Ten: +7 (812) 385 47 87 / daxc: +7 (812) 385 47 88
www.solopharm.com
NuueHaus: Ne0023-MC ot 03.08.2018

1SO 8001:2015
Ne 20.2074.026 ot 30.12.2020 a0 092.12.2023

PaapelueHue Ha Bbinyck cepuu JIC
Ne 59362 ot 23.06.2021

Havmerosatvie Npogykumu: Tpunakrar®, kannu rnaskbie 0,005% 2,5 Mn, dnakoH ¢ KanensHuUen
U3 MONWUSTUINEHa HU3KOM NIOTHOCTY U KPBILLKOMH C KOHTPONEM NEpBoro
BCKPBITURA, C YrOpHbIM yeTpoficTBoM (1), nadka kapToHHasn

GTIN: 04680013246938
Homep cepuu: 030521

Nata npovissoacTsa: 14.05.2021
loper 4o: 01.06.2024
Pasmep cepui: 174 870 ynak.

KonwyecTso k peanusauumn: 174 678 ynak.

BuINyck NpoAyKLMK OCYLWeCTBNAETCA COrNacHo HO: Nr-004254-18111¢

PerucTpauuorHoe yaoctoseperue: [IMN-004254 oT 10.04.2017

HavmeHoBaHve gepxaTtens (Bnafensua) permcTpaunoHHoro YyAoCToBEepeHUS: 000 "IpoTekc”
AHanuThueckwit nacriopt Ne: IT-1713 or 22.06.2021

roTosas nponykums TpebosaHnam HI: Coorsercrayer [:I He cooTteeTCTBYET
3akmoyerne
Peanvsayuns rotosoi npop.yxﬁum: PaspetueHa D He -paapeu.teHa
YNofHOMO4YEHHOS MNLD: 3AM. A NOTEXKOAOT i ‘(ﬂgﬂ—

000 «TPOTEKC? moans
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B Hau Meaosaﬂﬂe nepmarenn (Magenbna
i pcrz;c‘rpauﬂﬂuﬂoro yaocTosep
" {ACKApDCTBENHOTO MPenapaTa .

Aﬂpec M GCTOHQXOKﬂeﬁﬁﬁ HOPLRTMH

- (EeKAPCTBEHHOIO npenapaTa

E(s:sau:tem,ua) pemcrpauuoaunm ynoctdsepenns :
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