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3A0 "JIEKKO", 601125, Bragumupckas o6, Ilerymmuckuit p-n, noc. Bonsrunckuii yn 3aBoxckas ctp.278
Jupexrop no kadectBy:ten (4922) 773290 (106.3604),e-mail<koiliushchenko@pharmstd.ru>
Hauaneruk OKK:Ten (4922) 773290 (106.3745),e-mail<ivrepetenko@pharmstd.ru>

HaunmeHoBaHue npenapara no HA,

Homep cepumn

1220426

Aara npoussoacrea 20.04.2026

AHanusbl/UcnbiTaHUA NPoBeaeHbl B COOTBETCTBUM ¢ HJ,

lfopaeH po 04 29

MW OKK-048-2022/T (8.2)

Crp.1m33
Macnopt Ne 040000822603
MeHTanrmMH® aKcTpa-renb, refb ANA HAPYKHOMO NpUMeHeHus, 5 % 50 ©
Konuuectso npoaykumum B cepum (T.ynak) 9,372

HA, /IN-N2(003891)-(Pr-RU)-041223

Dara HaumeHoBaHue Tpe6oBanua HA, Pe3ynbTaTtbl aHanU30B/McnbITaHUI
aHanusa nokasarenem
29.04.2026 Onucaxne OpraHonenTu4eckuit. CootBeTcTByeT
Mpo3payHbIit MAK NONYNPO3PaYHbIA OAHOPOAHbIN Monynpo3payHblil O4HOPOAHbBIN renb
refib OT }KeNTOBaTOro A0 KPaCHOBATO-KOPUYHEBOTO YKENTOBATOrO LBETa C XapaKTePHbIM
LBeTa C XapaKkTepHbIM 3anaxom. [lonyckaetca 3anaxoM. MpucyTCTBYHOT onanecueHuma
Ha/sMyme onanecueHLMm 1 Ny3bipbKoB BO3AyXa. 1 Ny3bIPbKM BO3AyXa.
04.05.2026 MoannHHOCTb BIXKX. CootBeTcTByeT
Bpems yaepKnMBaHMA OCHOBHOTO NWKa Ha Bpems yaepKmMBaHWA OCHOBHOTO MUKa Ha
XpOmaTorpamme UCnbITyemMoro pactsopa, XpomaTorpamme UCMbITyeMoro
NPUTOTOBAEHHOIO ANA KONNYECTBEHHOTO pactsopa, NPUroToBNEHHOrO ANA
onpegaeneHuns ketonpodeHa, AONKHO KONMYECTBEHHOTO ONpeaeneHus
COOTBETCTBOBATb BPEMEHU YAEPHKMBAHUA NUKA KeTonpodeHa,cooTBETCTBYET BpEMEHMU
KeTonpodeHa Ha XxpomaTorpamme pactsopa YAEPKMUBaAHMA NUKa KeTonpodeHa Ha
CTaHZapTHoro obpasua XpomaTtorpamme pacTsopa
CTaHAapTHOro obpasua
28.04.2026 Macca cogepkumoro [® PO, 09C.1.4.2.0007.15 50,7r
YNaKOBKM [lonKHa COOTBETCTBOBATL TPEHOBAHUAM.
28.04.2026 pH [® P®, 04C.1.2.1.0004.15, 7,2
NOTEHLMOMETPUYECKUIA
0O76,0 0o 8,0
05.05.2026 STtaHon rX. 37,4%
B 1r npenapara ot 31,5 % 80 38,5 %(macc.)
04.05.2026 KonunuyectseHHoe BIXX. 0,055r
onpegeneHue B 1 r npenaparta ot 0,045 r o 0,055 r
KeTonpodeHa
04.05.2026 Mukpobuonoruyeckas [® Pd, 0OPC.1.2.4.0002.18 (kaTeropus 2) meHee 10 KOE/r
yucrota ObLee YMCNo a3poOHbIX MUKPOOPraHM3MOB — He
6onee 102 KOEB1T;
Obuiee YUCNO APOXKIKEBDLIX U NIECHEBbIX rPUH0B meHee 10 KOE/r
(cymmapHo) — He 6onee 10M1 KOEB 1 T;
OrtcyTctBue Pseudomonas aeruginosas 1r; OTcyTcTBme
OtcyTtcteue Staphylococcus aureus 8 1 1 OTcyTCcTBME
04.05.2026 YnakoBka Mo 30T, 50 r nan 100 r B TybObl aNtOMUHMEBDIE C CootBeTcTByeT
nosMmepHbIMUK ByLIOHamK No crieuuduKaLmm Mo 50 r B Ty6bl U3 KOMBUHUPOBAHHOTO
dupmbl nan B Ty6bl U3 KOMBMHMPOBAHHOTO maTepuana c 3alMUTHON membpaHon 1
maTepwuana C 3aWmnTHON membpaHoi 1 nosMMepHbIMKU bylioHamu. Ha Tyby
noavmepHbIMKU bylwoHamu no cneuuduKaLmm HaHeCceH TeKCT STUKETKU MEeTOL0M
dupmbl. TpadapeTHoi neyatun. Tyba BmecTe
Ha Tyby HaHOCAT TEKCT 3TUKETKU MeToA0M MHCTPYKLMEN N0 MeANLIMHCKOMY
TpadapeTHOM NeyaT UAN HaKknensaloT NPYMEHEHNIO NOMeLLEeHa B NayKy 13
CaMOK/NEALLYIOCA STUKETKY. KapToHa.
Tyby BMeCTe € MHCTPYKLMEN MO MeAULIUMHCKOMY
NPUMEHEHMIO MOMELLAIOT B MayKy M3 KapToHa no
IOCT 33781-2016.
04.05.2026 MapkupoBKa 1) NepBuUYHan ynakoeka. CooTBetcTByeT
Ha Ty6e yKkasbliBatoT TOBapHbIi 3HaK AO 1) NepBuYHan ynakoBka.
"Otucndapm", cokpalleHHoe HauMeHoBaHMe Ha Ty6e yKa3aHbl: ToBapHbIi 3HaK AO
npeanpUATUA-NPOU3BOAMUTENA, TOPrOBOE "Otucndapm", cokpalLeHHoe
HavMeHOBaHWe npenapata ¢ NpeaynpeanTenbHOMN HaMMeHoBaHMWe
MapKUPOBKOW ®, mexayHapoaHoe npeanpuUATMA-NPON3BOAUTENA, TOProBoe
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HenaTeHTOBaHHOE HaMMeHOBaHMWe, KOHLEHTPAL IO
[OeNCTBYIOLLEro BEeLecTBa, 1IeKapCTBEHHYO dopmy,
KO/IMYECTBO rens B ynakoBKe (B rpammax), CocTas €
YKazaHMeM KOMYecTBa AeiCTBYIOLLEro BeLecTsa B
OAHOM rpamme npenapaTta (B MUANUTPaMMax) 1
nepeyHA BCcnomoraTtenbHbix Belects, «OT BOJIN U
BOCMNA/IEHMA B MbILLLAX U CYCTABAX»,
«XpaHUTb B HEAOCTYNHOM ANA AeTell mecTe.»,
YC/I0BUA XPAaHEHUSA, HOMEP CEPUU, CPOK FOAHOCTY.
2) BTropuyHas ynakoBKa.

Ha nauke yKa3biBaloT TOBAapHbIW 3HaK, caT AO
"Otucndpapm", «MpomnsseaeHo no 3akasy AO
"OTucndpapm"», COKpalLeHHOe HaMMeHOBaHWe
npeanpuUATUA-NPOU3BOAMUTENA, €ro agpec (cTpaHa,
061acTb, pailoH, NOCENoK), Toprosoe
HaumeHOBaHWe npenapara ¢ npeaynpeauTenbHoOM
MapKMpoBKOM ®, mexxayHapoaHoe
HenaTeHTOBaHHOE HauMeHOBaHWe, KOHLIEHTPaLMIo
OeiCTBYIOLLEro BELeCcTBa, IeKapCTBEHHYO dopmy,
KO/JIMYEeCTBO rens B ynakoBKe (B rpammax), CocTas ¢
YKasaHMeM KOMYecTBa AeiCTBYIOLLEro BelecTsa B
OAHOM rpamme npenapaTta (B MUANUTPaMMaX) U
nepeyHn BCMomoraTesibHbIX BelecTts, «Cnocob
npumeHeHna Hebonbluoe KONMYECTBO rens
HaHOCAT TOHKMM CNOEM, C NoCAeayoLWmnm
OCTOPOKHbIM BTUPaHMEM B BOCMaNeHHbIe UK
60n1e3HeHHble y4acTKu Tena.», «[lokasaHusa K
npumeHeHuto OCTpble 1 XPOHUYECKue
BOCManuTeNbHble 3aboneBaHnsA
OMOPHO-ABUraTeIbHOro annapata. MbilweyHble
6011 PpeBMaTUYECKOro U HEPEeBMATUYECKOTo
npoucxoxaeHus. MocrrpaBmaTnyeckoe
BOCNasieHNe MATKUX TKaHen 1
OMOPHO-ABUraTeNIbHOro annapara.»,
«www.pentalgin.ru», nukrorpammeol, «OT BOJIN U
BOCMA/IEHMA B MbILLLUAX U CYCTABAX»,
«XpaHUTb B HELOCTYNHOM A/ AeTel mecTe.»,
YCNIOBUA XPaHEHUS, YCNOBUA OTMYCKa, HoOmep
perncTpaLoHHOro YA0CTOBEPEHNA, HOMEP cepuu,
CPOK roAHOCTH, WTPUX-KoA, papmakoa,
[JononHUTENbHO MOTYT HAHOCUTBCA CPEACTBa
NAeHTUOMKALMUM ANA CUCTEMbI MOHUTOPUHTA
OBWXXEHWA NeKapCTBEHHbIX NpenapaTos AN
MeZMULUMHCKOTo NPUMEHEHUA. [LononHUTENbHO
MOTyT BbITb HAHECEHbI TEXHOOTUYECKME MONOChI
(B 0603HauYeHHOM 30HE)

HaMMeHoBaHMWe npenapaTa ¢
npeaynpeauTenbHOM MapKUMpoBKown ©,
MeXKAyHapoaHOoe HenaTeHToOBaHHoe
HaumeHoBaHwe,

KOHLEHTpaLUuA AeiCTByIOLEero BelecTsa,
NleKapcTBeHHan popma, KoaM4ecTso rens
B YNaKOBKe (B rpammax), cocTas ¢
YKa3aHMEM KONMYECTBA AeNCTBYIOLLLErO
BeLlecTsa B O4HOM rpaMmme npenapara
(B8 MMANMIrpammax) 1 nepeveHb
BcnomorartenbHbIx Bewects, «OT BOJIN

M BOCMNAJIEHMA B MbILLLAX U
CYCTABAX», «XpaHUTb B HeAOCTYNMHOM
ONA OETE MeCTe.», yCNnosua

XPaHEHUA, HOMep CepUn, CPOK FOLHOCTU.
2) BTopu4Hasa ynakoBKa.

Ha nauke yKa3aHbl: TOBapHbI/ 3HaK,

cant AO "Otucudapm", «MponssegeHo
no 3akasy AO "Otucudapm'»,
COKpaLleHHOe HauMeHoBaHue
npeanpuATUA-NPOU3BOAUTENA, €r0 afpec
(cTpaHa, obnacTb, paioH, Nocenok),
TOproBoe HavMeHOBaHWe npenapata ¢
npeaynpeautenbHON MapKuposKoi ©,
MeXyHapoaHoe HenaTeHTOBaHHOe
HaumeHOBaHWe, KOHLEHTpaLVs
[OeWicTByIOLLErO BeLecTsa,
NleKapcTBeHHan popma, KoaMYecTso rens
B YMaKoBKe (B rpammax), CocTas C
YKasaHMeM Ko/M4yecTsa AeNCTBYOLErO
BeLLecTBa B OAHOM rpamme npenapara
(B8 MMANMrpammax) u nepeveHb
BCNoOMoraTesbHbIX BellecTs, «Cnocob
npumeHeHusa HebonbLioe KonnMyecTso
reNs HAHOCAT TOHKUM C/I0eM, C
nocneayoLnm OCTOPOXKHbBIM BTUPaHUEM
B BOCMasieHHble Un 6onesHeHHble
y4acTKu Tena.», «lloKkasaHuA K
npumeHeHuto OCTpble U XPOHUYECKMe
BOCMANUTeNbHble

3aboneBaHMA ONOPHO-ABUTraTENBHOIO
annapata. MbilweyHble 6011
pPEeBMaTMYECKOTO U HEPeBMaTUYECKOro
NPOUCXOXKAEHMS.

MocTTpaBMaTMUYeCcKoe BocnaseHne
MAFKUX TKaHE U ONMOPHO-ABUraTENIbHOTO
annapara.», «www.pentalgin.ru»,
nukTorpammsl, «OT BOJIU U
BOCMANEHUSA B MbILULIAX U CYCTABAX»,
«XpaHUTb B HEAOCTYMHOM A/1A feTei
mecTe.», ycnosusa

XpaHEHUA, yCI0BUA OTMYCKa, HOMep
PerncTpaumoHHOro YA0CTOBEPEHWS,
HOMep cepuu, CPOK roAHOCTH,
WTpMx-Koa, apmakop,

[ononHUTENbHO HAHECEHbI CPEACTBA
NMAEHTUOUKALMM ANA CUCTEMDI
MOHWUTOPUMHIa ABUXXEHUA eKapCTBEHHbIX
npenapaTos AnA MeAULUHCKOTO
NPUMEHEHWA U TEXHONOTUYECKMe
nosiocs! (B 0603Ha4YeHHOM 30He).

04.05.2026 XpaHeHwne MNpu Temnepatype He Bbiwe 25°C CoortsetcTByeT
Mpu Temnepatype He Bbiwe 25°C
04.05.2026 CpoK rogHocTH 3 roga lfopeH po 30.04.2029
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3aknoueHue OKK: flekapcTBeHHbI npenapat MeHTanrmH® skcTpa-renb, reib N8 Hapy»KHOro npumeHenus, 5 % 50 r cepua 1220426
cootsercrayeT H/, /IN-Ne(003891)-(Pr-RU)-041223

HauanbHuk OKK: PeneteHko MHHa BnagumuposHa

MoANMCaHO 3N1EKTPOHHOMN NOANUCHIO

05.05.2026 15:36 28053783-7941559288

[aTta BblAaym 3aKkno4eHns o kadyectse 05.05.2026



