B i §¢apncraunam

0AO «®apmcTannapr - Jlekcpencrsan
305022, Poceus, Kypek, yn.2-1 Arperarnas, a.1a/18

JlmpexTop no kasecTry: Ten/paxc (4712) 36-08-06, e-mail<nvkorneeva@pharmstd.ru>

Havansnmuk OKK: ren/daxc (4712) 36-08-90

HaumenosaHue npenapara no HA,

Homep cepum 440323

Aara npoussogcrea 16.03.2023

AHanu3bl/UcnbITaHUA NPOBeAeHbl B COOTBETCTBUM ¢ H,

lopgen po 04 27

$.0639/4

Crp.1m33
Macnopt N2 040000414719
Acnapkam Tabnetku, 175 mr+175 mr
Konuuecrso npoaykuuu B cepuu (T.ynak) 28,246

HA NC-001237-200919, u3m.Nel, usm.Ne2

Aara HaumeHoBaHue Tpe6osanna HA Pe3ynbTaTbhl aHanU30B/UCNbITAHWIA
aHanusa nokasarenei
24.03.2023 Onucanue BuayanuHblii Cooreercreyer
Kpyrable nnockouuanHapuYeckue Tabnerku
6enoro unu noutu Benoro ueeta, ¢ Gackom u Kpyrabie nAOCKOUMAUHAPUYECKIUE
PUCKOM. Tabnetku noutn 6enoro usera, ¢ dackoi
Mo BHewWwHeMmy BUAY AONKHEI COOTBETCTBOBATL M PUCKOM.
TpebosaHuam M PO, 0®C,1.4.1.0015.15.
«Tabnetku»
24.03.2023 NoanuHHOCTL XapakTepHble peakuuu: Coorsercrayer
- Ha marnuii (M PP) Obpasyetca 6enblit KpUCTANANYECKIIA
O6pasoBarve 6enoro KPUCTANNUYECKOTO OCAAKa, 0CafoK, PacTBOPMMbII B pa3BefeHHbIX
PacTBOPMMOrO B Pa3BeaeHHbIX MUHEPaNbHbIX MMWHEepPaNbHbLIX KMCNOTaX M YKCYCHOM
KMCNOTaX U YKCYCHOM KucnoTe. Kucnore.
XapaKTepHble peakuuu: Cootsertcrayer
- Ha Kanui (M PO, peakyma b) O6pasyeTca MenTblid KPUCTANNUYECKUIA
0OB6pa3osaHme WenToro KPUCTANNMHECKOro 0CaaKa 0Caf0K.
KauecTseHHan peakuma ¢ pacTBOPOM HUHIMAPUHA CoorsercrayeT
MNossnerue cuHe-pUONETOBOTO OKPaLMBAHMUA Mossnsaerca cuHe-buoneTosoe
OKpalK1BaHKe.
24,03.2023 CpepHas macca PacuetHo-secosoi 496,9 mr
TabneTok 01475,0 po 525,0 mr
25.03.2023 PactsopeHue ® PP, TUTPHUMETPUA 94,5 %
- MarH1Aa acnaparvHar He meree 70 % (Q) marHua acnaparuHaTa
TeTparuapar TeTparuapara yepes 30 MUH
25.03.2023 | PacTeopeHue P PP, aTomHO-abcopBLUMOHHAA CNEKTPOMETPHUA 96,6 %
- KaNKA acnaparvHar He meHee 70 % (Q) kanua acnaparvHara
remuragpar remuriugpara yepes 30 MuH
24.03.2023 PoacTBeHHble npumeci TCX Meree 1,0 %
OpHa eguHUYHaA npumeck — He Gonee 1,0 %
TCX Menee 0,5 %
EauHmyHan npumecs — He bonee 0,5 %
TCX Menee 1,0 %
Cymma npumecei — He 6onee 1,0 %
24.03.2023 OpHopoaHoCcTh ® P®, cnocob 2 3,8%
A03UpOBaHMA AV<15,0%

= MarHWAa acnaparvHar
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TeTparmgpar
24.03.2023 OpHopoaHOCTL ®, PO, cnocob 2 3,8%
AO3UPOBAHUA AV<150%
- KanuA acnaparvHar
remMurugpar
24,03.2023 KonuyecteeHHoe B ogHol Tabnetke: 173,9 mr
onpegeneHue: TuTpuMeTpUA
- MarHuAa acnaparmHar Ot 166,0 ao 184,0 mr
TeTparugpar
24.,03.2023 KonuuecreeHHoe MeTog 2, NOTEHUMOMETPHUA (aNbTePHATUBHbIMA 174,3 mr
onpeaeneHve: merog)
- Ka/IMA acnaparmHar Ot 166,0 o 184,0 mr
remuragpar
24.03.2023 Mukpobuonoruyeckas I'® PO, kateropua 3A MeHee 10 KOE/r
4MCTOTa Obuiee 4ncno aapobHbIX MUKPOOPraHU3MOB — He
6onee 103 KOEBs 1t
[® P®, kateropua 3A Menee 10 KOE/r
O6bLwee YMCNO APOKIKEBLIX U NNECHEBLIX rPUBOB —
He 6onee 10A2 KOEB 11
[® PP, kateropua 3A Orcyrcrayer
Otcyrcreue Escherichiacolis 1r
24.03.2023 YnaKoBKa B cooteetcrauum ¢ HA, 1C-001237-200919 Coorsetcrayer
Mo 10 TabneTok B KOHTYPHYIO AYEHKOBYH) YNaKOBKY
M3 NNEHKM NONMBUHUAXNOPUAHOM U GONbIM Mo 10 TabneTok B KOHTYPHYIO AYEHKOBYIO
ANIOMUHUEBOI NeYaTHON NAKMPOBAHHOM. YNaKOBKY M3 NAGHKK
2 KOHTYpPHble AYeMKOBbIE YNAKOBOKK BMecTe ¢ NONUBUHUAXAOPUAHON U GONbIK
MHCTPYKLMER NO NPUMEHEHUIO NOMELLAIOT B NAYKY aNOMUHMEBOM NEYaTHOW
M3 KapToHa. NaKWPOBaHHOM.
2 KOHTYPHBIE AYEHKOBbIE YNAKOBOKM
BMECTE C MHCTPYKUMEN N0 NPUMEHEHMIO
NOMELLAIOT B NAYKY K3 KapTOHa.
126 nayex B ogHOM Kopobe.
24,03.2023 Mapkuposka B cooreercraum ¢ HA N1C-001237-200919 Cooreercreyer

1) NepeuYHan ynakosxa

Ha KOHTYPHOM A4eAKOBOW ynaKoBKe ¢
BIOYKEHWUEM B NaAYKy W STMKETKE BaHKM yKasbiaioT
HaUMEHOBaHWE NPeANPUATUA-NPONIBOANTENA, er0
TOBApHbIA 3HaK, TOProBoe HaMMEeHOBaHKe
npenapara, rpynnupoBOYHOE HAMMEHOBAHHKE,
NeKapcTBeHHyKo Gopmy, KONMYECTBO TabneTok,
HOMED CepUM, CPOK MOAHOCTH.

[Lonyckaetca HaHeceHue dapmakoga.

Ha KOHTYpHOI AYEKoBOM ynakoeke 6e3
BIOYKEHWA B NAYKY YKa3blBaKOT HAWMEHOBaHUe
nNpeAnpUATMA-NPOU3BOANUTENA, €ro TOBAPHbIN 3HAK,
apapec, Ten./dakc, caidT, TOprosoe HaMmeHoBaHue
npenapara, rpynnMposoYHOe HauMEHOBaHKe,
NEeKapCTBEHHYIO POPMY, KONMUECTBO TabieTok B
YNaKoBKe, Ha3BaHWA AEACTBYIOWMX BEWECTB U X
copiepaHue B TabNeTKe, YCNOBUA XPAaHEHUA,
YCNOBUA OTAYCKA, «[1A NPUEMA BHYTPL»,
«MpUMEHATbL NO Ha3HAYEHUIO BPayay, «XPaHWUTL B
HEJOCTYNHOM ANA AETeid MecTen,
pPervcTpauMoHHbIA HOMEp, HOMEp cepuu, CPOK
roAHOCTH, WTPUX-KOA.

JlononHUTeNEHO MOTYT HAHOCUTLCA CpeacTsa
NMAEHTUGUKALMU ANA CUCTEMbI MOHUTOPMHIA
ABWMEHWA NeKAaPCTBEHHbIX NPenaparos Ans
MEeANULMHCKOTO NPUMEHEHMA,

2) BropuyHan ynakoska.

Ha nayke yKa3blBaloT HaUMEHOBaHWe

NpeAnpUATUA-NPOU3BOAUTENA, IO TOBAPHbIM 3HAK,

1) NepsBryHan ynakoska

Ha KOHTYPHOI A4eHKOBOM YNaKoBKe ¢
BNOMEHWEM B NAYKY YKa3aHbl
HauMeHOoBaHue
NpeanpUATUA-NPOU3BOAUTENA, EMO
TOBApHbLIM 3HaK, TOprosoe
HauMeHOBaHWe npenapara,
rPYNNMPOBOYHOE HaUMEHOBaHWE,
nNexkapcTeeHHan GOpMa, KONUYECTBO
TabneTok, HOMep cepuu, CPOK rOAHOCTH.
2) BTopuyHan ynakoekxa.

Ha na4ke yKasaHbl HaMMEHOBaHKUe
NpeAnpUATMA-NPOM3BOAUTENR, €0
TOBapHbIN 3HaK, agpec, Ten./dakc, canT,
TOprosoe HaMmeHOBaHUe Npenapara,
rpynnMpoBOYHOE HAUMEHOBAHUE,
NeKapcreeHHan Gopma, KonM4ecTso
TabneToK B yNaKoBKe, Ha3BaHUA
AENCTBYIOWMX BELWECTB U UX CoAepHaHmue
B TabneTke, yCNOBUA XPaHEHWA, YCNOBMA
oTnycka, «1A NpMema BHYTpb»,
«MpUMEHATL NO Ha3HaYeHUIo Bpava»,
«XpaHUTL B HEAOCTYNHOM ANA AeTei
MecTe», PerucTpaLMoHHbIA Homep,
HOMEP CepuM, CPOK rOAHOCTH,
WTpHxX-KkoA, papmakog,
[ononHUTENbHO HaKECEHbI CPEACTBa
MABHTUPUKALMM ONR CUCTEMBI
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agpec, Ten./paKc, caiT, TOproBoe HauMeHoBaHue MOHWTOPUHIA ABUMKEHMA NEKAPCTBEHHbIX
npenapara, rpynnMpoBoYHOE HaUMEHOBaHKe, npenaparos ANA MeAULUMHCKOro

NEKapCTBEHHYIO GOpPMY, KONMYECTBO TabneTok B NPUMEHEHMA.
YNaKOBKe, Ha3BaHMA AEACTBYIOWMX BELECTB M UX
cofepwanue B TabneTke, YCNOBMA XpaHEHUA,
YCNOBUA OTNYCKA, «[lNA NPUEMA BHYTPbY,
«MpPUMEHATL NO HAa3HAYEHMIO BpaYa», «XpaHuTL B
HEeAOCTYNHOM ANA AeTeid mecTe»,
perucTpaumMoHHbIi HoMep, HOMEp Cepuu, CPOK
roAHOCTH, WTPKX-KoA, GapmaKoa,.

[0oNONHUTENBHO MOTYT HAHOCKTLCA CPeaCTBa
MAEHTUPUKALMM ANA CUCTEMbI MOHUTOPMHIA
ABWKEHUA NeKapCcTBEHHbIX NPenapaToe ana
MEAMULIMHCKOrO NPUMEHEHKA.

24.,03.2023 XpaHeHue MNpu Temnepatype He Boiwe 25 °C Cootsercrayer

24.03.2023 Cpok rogHoCTH 4 ropa lfogeH po 01.04.2027

3akniouenune OKK: NlekapcTeeHHbIi npenapat Acnapkam tabnetku, 175 mr+175 mr cepua 440323 coortsetcreyer H
N1C-001237-200919, n3am.Nel, uam.Ne2

MepBblit 3am. HauanbHUKa

oraena:
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MNOANMHHUK 3NEKTPOHHOIO [AOKYMEHTa,
NoANUCaHHOTO 3NEKTPORHOW NOANUCHIO, XPAHWUTCA B
cucreme JIMMC dapmcraHgapt

CBEAEHWA O CEPTUDKMKATE 3
CeprudmuKar: 033251c600cbae08904becdde47206cb84
Komy BbiaaH: Baibaxos Oner Cepreesuy
L.Eleﬁcrawrenen: ¢07.07.2022 no 07.07.2023 y

Jarta BblAayqM 3aKNKOHEHUA 0 Kavectee 25.03.2023




PEAEPAABHAR CAVXKBA O HAA3OPY
B COEPE 3APABOOXPAHEHMA

«CBefleHVA 0 BBOJeE B rpaxaaHckuin odopoT B Poccuinckon depepaunm

NeKapCcTBEHHbIX CPeacTB No cocToAHMo Ha 06.04.2023 11:09»

JlaTa BHecenHs B

Homep Howmep, nara
Toprosoe IMponssoauTens CeeleHHs 0 CTAAHAX HopmaTtueran OprasHn3anus, BbIMYCTHBIIAS
ABG HAHMeHOBaHHe (BBIMYCKAIONMIHA KOHTPOIb) Capen H3BOJCTBA KYMEHTaIlHA B rpaXkKgaHCcKHH 000 CEPRN, s e
Pocanpasuajaopa s o pe o Aokym = P poT HapTHH na HIIII
Acnapkam;
TaGmerin 173 OTKpHTOE AKLHOHEPHOE CHEPRUMN IENconds JIC-001237-200919;
mr+175 mr 10 obmecTBo
IIT., YIAKOBKH uGEccTa "®apmcTanpapt-Jlekcpenctea” ol 0AO
27.03.2023 g "®apmcranpapt-Jlexcpenctsa” | Poccus PrCTARIP P JIC-001237-200919; | .| 440323 | -
AYCHKOBBIC (OAO (OAO P, No2 K ®apmcTanapTt-JlekcpeacTea
KOHTYPHHE (2), | »qyaomcrangapr-JlekcpescTea”) ®apmcrannapr-Jlexcpenctsa’). | pe 001237.200919
MauKH Poccus
KapToHHBbIe/ ~




