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Jlupexrop o kauecTy: Tei/pakc (4712) 36-08-06, e-mail<ealysenko@pharmstd.ru>
Havansank OKK: Ten/daxc (4712) 36-08-90

Nacnopt N2 040000866139

HaumeHoBaHue npenapata no HA, KopBanon Kanau gna npuema BHYTpPb

Homep cepum 1091026 Konnuectso npoayKuum B cepuu (T.ynakK) 184,839

Aata npoussoacrea 02.10.2026

AHanu3sbl/UCnbITaHUA NPOBeAEHbl B COOTBETCTBMM € H,

lfoaeH po 09/2031

H/, IN-Ne(004110)-(Pr-RU)-141025

Aara HanmeHoBaHue

aHanusa noKasareneu

Tpe6oBanua HA,

Pe3ynbraTtbl aHaAU30B/MCNbITaHWI

06.10.2026 OnwucaHne

OpraHonenTuyeckui
Mpo3payHas becuBeTHasA *KUAKOCTb C
XapaKTepHbIM 3aMaxom

CootBetcTByeT
Mpo3payHas 6ecuBeTHasA }KUAKOCTb C
XapaKTepHbIM 3anaxom

10.10.2026 NpeHTndnkayms
3TUNoBbIN 3dUp
anbda-bpomunsosanepua
HOBOW KMC/IOTbI, MEHTON

X

BpemeHa yaep:K1BaHUA NUKOB 3TMNOBOrO 3dupa
a-6pomun3oBaneprMaHoBoO KUCNOTbl U MEHTONA Ha
XpomaTtorpamme UCMbITYeMOro pacTaopa,
NPUrOTOBIEHHOTO A/S KONIMYECTBEHHOIO
onpeaeneHus, AONKHbI COOTBETCTBOBaTb
BPEMEHaM yAepKUBaHMUs MUKOB 3TUI0BOTO 3dupa
a-6pommn30BanepmMaHoOBO KUCNOTb U MEHTONA Ha
Xpomarorpamme CTaHZapPTHOrO pacTBopa.

CoortsetcTByeT

BpemeHa yAepK1BaHWUA NUKOB
3TUNOBOrO 3dupa
a-6pomu3oBanepraHoBoi KUCNOTbI U
MEHTO/1a Ha XpomaTorpamme
MCMbITYEeMOro pacTeopa,
NPUrOTOB/IEHHOTO A/11 KOJIMYECTBEHHOIO
onpefesneHns, COOTBETCTBYIOT BpEMEHam
YAEPKUBAHUA NMUKOB 3TUNI0BOTO 3dUpa
a-6pomMmr30BaNepMaHOBOM KUCNOTbI U
MEeHTO/1a Ha XpomaTorpamme
CTaHAAPTHOrO pacTsopa.

06.10.2026 NpeHTUdUKayma
CnupT 3TUNOBbIN

X

Bpems yaepKuBaHuUs N1Ka CnMpTa 3STUA0BOTO Ha
XpOMaTtorpamme UCMbITYEMOro pacTeopa,
MPUrOTOB/IEHHOTO AJ1S KOIMYECTBEHHOIO
onpeaeneHus, AONKHO COOTBETCTBOBATL BPEMEHM
YAEPKUBAHWA NMKA CNUPTA 3TUIOBOTO Ha
XpomaTtorpamme CTaHAaPTHOMO PacTBopa.

CooTBeTcTByeT

Bpems yaepuBaHua NuKa cnupTa
3TMI0BOTO Ha XpomaTtorpamme
MCMbITYeMOro pacTeopa,
NPUroTOB/IEHHOTO A1 KOIMYECTBEHHOIO
onpeaeneHuns, CooTBeTCTBYET BPeMeHU
YAEPKMBAHMA NUKA CNUPTa STUNOBOTO
Ha XpoOMaTorpamme CTaHAAPTHOrO
pacTsopa.

06.10.2026 NpeHTuduKayma
deHobapbuTan

Y®-cnektpopoTomeTpua

Y®-cneKTpbl NOrNOLWEHNUA UCMbITYEMOrO pacTeopa
1 pactsopa CO ¢eHobapbuTana, NPUroToBAEHHbIX
[OJ151 KOIMYECTBEHHOTO OnpeesieHus, B 06nactv ot
220 po 280 HM JONXKHbI UMETb MAaKCUMMYM U
MWHUMYM NPU OAHUX U TeX XKe ANMHAX BONH.

CooTBeTcTByeT

Y®-cneKTpbl NOMOLLEHNA UCNbITYEMOro
pacteopa u pactsopa CO
deHobapbuTana, NPUrOTOBNEHHbIX ANA
KONIMYECTBEHHOTO onpeaeneHus, B
obnactu ot 220 Ao 280 HM UMmetoT
MaKCUMYM Y MUHUMYM NPU OOHUX U Tex
e AJIMHAX BOJH.

06.10.2026 Mpo3payHocTb

[® PO
MpenapaT goakeH 6bITb NPO3PayHbIM

CooTBeTcTByeT

MpenapaT Npo3payHblii

09.10.2026 LiBeTHOCTb

[® PO, meTopn 2
Mpenapat goneH bbITb 6ecuBeTHbIM

CooTBeTcTByeT
MpenapaT 6ecuBeTHbIN

09.10.2026 pH

[® PP, noTeHUMOMETPUYECKUIA

7,6
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075,500 8,5
06.10.2026 [03a n oAHOPOAHOCTb e Pe -3,8%;3,2%
[,03UpOBaHUA Macca Hu1 oaHoI f03bl (30 Kanenb) He A0NXKHA
OTK/NIOHATbCA 6onee yem Ha 10 % oT cpepHelt
maccbl.
e po 0,4 %
CymmapHasa macca 10 go3 He JOMKHA OT/IMYaTbCA
6onee yem Ha 15 % OT HOMUHaNbHOM Maccol 10
£03 (9,53 )
09.10.2026 PoactBeHHble npumecu B3XKX He obHapyKeHo
deHobapbuTan Niobas eguHUYHAA HEMAEHTUOULMPOBaAHHAA
npumech — He 6onee 0,2 %
B3XKX He obHapykeHo
CyMMma HenaeHTUOULMPOBAHHbIX NpUMecen — He
6onee 1,0 %
09.10.2026 MnoTHOCTb [® PO, meTtoa 1 unn metog, 4 0,881 r/cm3
010,852 a0 0,912 r/cm3
09.10.2026 M3Bnekaemblin 06bem o Po 25,2 mn
CpeaHee 3HayeHue obbema cogepkmumoro 10
YMaKOBOK AO/MKHO 6bITb HE MeHee 25 ma
o po OT1100,0 1o 102,0 %
M HM 04Ha M3 YNaKOBOK He J0/XKHA UMeTb 06bem
meHee 95 % OT yKa3aHHOro Ha 3TUKeTKe
06.10.2026 CnupT 3TUNOBbLIN X 74,0 %
He meHee 70 % 06./06.
10.10.2026 KonnyectseHHoe X 20,9 mr
onpeaenexuve: O119,0 50 21,0 Mr 8 1 mn
3Tunosblii adup
anbda-bpommszosanepma
HOBOM KMCNOTbI
10.10.2026 KonnyectseHHoe X 0,57 mr
onpeaeneHune: 010,42 0 0,78 mre 1 mn
MeHTON
06.10.2026 KonnyectseHHoe Y®-cnektpodoTomeTpus 18,8 mr
onpeaeneHue: OT1 17,0 no 20,0 mr 8 1 mn
deHobapbuTan
11.10.2026 Mukpobuonormyeckas [ PP, OPC.1.2.4.0002.18, kaTeropus 3A MeHee 100 KOE/r
ynctoTa 0ObLwee 4Mcno aapobHbIX MMKPOOPraHWU3MOB - He
6onee 1072 KOE B8 1 mn
[® PP, OPC.1.2.4.0002.18, kaTteropus 3A MeHee 10 KOE/r
ObLLee YMCNO APOKIKEBDLIX U NAECHEBbIX TPUBOB -
He 6onee 10"1 KOE B 1 mn
[® PO, 0OPC.1.2.4.0002.18, kateropua 3A OTcyTcTBYeET
Ortcytcteue Escherichia coli 8 1 mn
09.10.2026 OnucaHne ynakosKku B cootsetctBum ¢ HA, JIN-Ne(004110)- CoortsetcTByeT

(Pr-RU)-141025

Mo 15 mn nam 25 ma Bo pnakoHbI-KanenbHULbl U3
opaHxeBoro ctekna mapok OC unm OC-1, nnum
$NaKoHbI-KanenbHULbl U3 TEMHOFO cTekna 3
rMAPONNTUYECKOTO Kacca, YKYNopeHHble
npobKammn-KkanenbHULAMU NOAUMEPHBIMU U3
NOANSTUNEHA BbICOKOTO A@BNEHUA C KPbILWKaMu
HaBMHYMBAEMbIMU NOANMEPHBIMM U3
NOAWUSTUIEHA BbICOKOTO W NMOAU3TUAEHA HU3KOTO
AasneHuna tTuna A-16 naun
npobKamu-KanesbHULAMW NOAUMEPHBIMU U3
NONN3TUAEHA BbICOKOTO AgasnieHna MNMK-5 ¢
KPbILWKaMM HaBMHYMBAEMbIMWU NOIMMEPHBIMU U3
NOAINSTUIEHA BbICOKOTO U NONNITUNEHA HU3KOTO
nasneHns KM-16.

Ha dnakoH-KkanenbHULY HaKNeNBAIOT STUKETKY U3
6ymaru STUKETOYHOM UM CaMOKAesLLytocA
3TUKETKY.

Mo 25 mn Bo dhnakoHbI-KanenbHULbI U3
OpaH}KeBOro CTEK/a, YKYNOpPeHHble
npobKkammu-KanenbHULaMK
NOANMEPHbBIMU U3 NOANSTUNEHA
BbICOKOTO aB/IeHUA C KPbILWKammn
HaBMHYMBAEMbBIMU NONUMEPHbBIMU U3
NOANSTUNEHA BBICOKOTO W NOAUITUAEHA
HU3KOro Aasnexua. Ha
$naKkoH-KanenbHWLY HakneeHa
CaMOKNeALLanca 3TUKeTKa. Kaxaplii
¢dnakoH-KanenbHULa BMecTe ¢
MHCTPYKLMEN NO NPUMEHEHMIO NOMELLEH
B MAyKy M3 KapToHa. 120 nayek B 0 4HOM
Kopobe.
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Kaxablii pnakoH-KanenbHULYy sBMmecTe ¢
MHCTPYKLUMEN MO NPUMEHEHMIO MOMELLAIOT B MAYKy
13 KapToHa.

09.10.2026 MapkunpoBka B cootsetcteum ¢ HA JIN-Ne(004110)- CooTBeTcTByeT
(Pr-RU)-141025
1) Ha aTmKeTKe $p1lakoHa yKasbiBaloOT: 1) Ha aTmKeTKe $p1iakoHa yKasaHbl
COKpaLLeHHOe HanmeHoBaHue - COKpallleHHOe HanMeHOoBaHne
npeAnpUATUA-NPON3BOAUTENA; TOBAPHbIN 3HAK npeAnpuUATUA-NPON3BOAUTENS;
npeanpuATUA-NPON3BOANTENA; CTPaHY, rOpos, - TOBapPHbIN 3HaK
npeanpuUATUA-NPON3BOAMNTENA; TOProBOe npeanpuATMA-NPON3BOANTENS;
HanmeHoOBaHWe npenapara; N1eKapcTBEHHYO - CTpaHa, ropog,
dopmy; o6bem npenapata B MUANUAUTPAX; COCTAB npeanpuUATUA-NPOU3BOAMUTENS;
Ha 1 mn (HaMMeHOBaHMWE U KONMYEeCTBO - TOproBoe HavMMeHOBaHWe npenapara;
OeNCTBYIOLLMX U BCMOMOTaTe/lbHbIX BELecTB); - NekapcTBeHHan Gopma;
YCNOBUA XpaHeHUsA; npeaynpeauTeNbHble HAAMUCK: - 0b6bem npenaparta B MUAIMINTPAX;
«CoAEepPKUT CNIMPT 3TUN0BbIN 95 %», «XpaHUTb B - cocTaB Ha 1 mn, (HaMmeHoBaHwWe 1
HeJOCTYNHOM 417 AeTeil mecTe; KOJIMYECTBO AENCTBYIOLMX U
perncTpaLmoHHbI HOMep; HOMEpP Cepun; CPOK BCMOMOraTe/IbHbIX BeLecTs);
roAHOCTU; AONYCKaeTCA HaHeceHne papmaKkoaa. - YCNI0BUA XPaHEHUA;
2) Ha maKeTe BTOPUYHOW YNaKOBKM yKa3bIBalOT: - NnpeaynpeauTesibHble HaANUCK:
COKpallleHHOe HauMeHOoBaHWe «CoAepKUT CNUPT 3TUNOBbLIN 95 %»,
npeanpUATUA-NPON3BOAMNTENA; TOBAPHBIN 3HAK, «XpaHWUTb B HEAOCTYNHOM ANA AeTei
CTpaHy, agpec, «Ten./dakc:», cant mecTe»;
npeanpUATUA-NPON3BOAMNTENA; TOProBOe - PErucTPaLMOHHbI HOMep;
HaumeHoOBaHWe npenapara; rpynnMpoBoYHoe - Homep cepuu;
HavMeHOBaHWe; IeKapCTBEHHYIO Gopmy; ob6bem - CPOK roAHOCTY;
npenapata B MUAAUAUTPAX; COCTaB Ha 1 mn - HaHeceH dpapmakos,
(HaMmeHoOBaHWe 1 KONNYECTBO AENCTBYIOLLMX U 2) Ha BTOPUYHOW yNaKoBKe yKa3aHbl:
BCMOMOTaTe/IbHbIX BELLECTB); YC/I0BUA XPaHEHUS; - COKpaLLleHHOe HanMeHoBaHue
npesynpeauTenbHble HaZNUcK: «XpaHuTb B npeanpuUATUA-NPON3BOAUTENS;
HeJoCTYNHOM ANnAa aeTei mecte», «CegaTusHoe - TOBApHbIN 3HaK, CTpaHa, agpec,
cpeactso», «B 1 mn cogepxutca 26 Kanenb», «Ten./dakc:», cant
«CoAepKUT CNUPT 3TUNOBbIN 95 %»; ycnosus npeanpuATUA-NPON3BOAUTENS;
OTMYCKA; PErncTPaLMOHHBIN HOMEp; HoMep cepuu; - TOpProsoe HauMeHoBaHWe npenapara;
CPOK roAHOCTW; AaTy BbINYCKA; LUTPUX-KOA; - PyNNMPOBOYHOE HAUMEHOBaHUe;
dapmakos; LONONHUTENBHO MOTYT BbITb HAHECEHbI - nekapcTBeHHan Gopma;
TEXHO/IOrMYECKUE METKMU OTIMuuA (B 0603HauYeHHoM - 06bem npenaparta B MUANUAUTPAX;
30HE) U CpeacTBa UAeHTUdUKALMM ANsA CUCTEMBI - cocTaB Ha 1 mn (HaMmeHoBaHuWe n
MOHUTOPUHIA ABUXKEHWUA IEKaPCTBEHHbIX KONNMYECTBO AEWUCTBYIOLLMX U
npenapaTos ANA MeAULMHCKOTO NPUMEHEHUA; BCMOMOTaTe/IbHbIX BELLEeCTB);
[ONYCKaeTca HaHeceHne - YCNOBUA XpaHeHUs;
BHYTPUNPOM3BOACTBEHHON MHPOPMaLMK - npeaynpeautenbHble HaAnucu:
(npounsBoacTBEHHbIE KOAbI). «XpaHUTb B HEAOCTYMHOM AN1A feTel
mecTe», «CegaTnBHOe cpeacTBo», «B 1
MA coaepuTca 26 kanenb», «Cogeput
CNUPT 3TUNOBBIN 95 %»;
- YCNOBMA OTNYCKa;
- PErUCTPALMOHHbIA HOMEp;
- Homep cepuu;
- CPOK roAHOCTY;
- AaTa BbINYCKa;
- WITPUX-KoA;
- bapmakop;
- ONONHUTENBHO HAaHeCeHbI
TEXHONIOTMYECKME METKM OT/IMuuA (B
0603HaYeHHOM 30HE) M cpeacTBa
NAEHTUOUKALMM ANA CUCTEMDI
MOHUTOPWHTa ABUXEHNA NEeKaPCTBEHHbIX
npenapaToB 418 MeAULMHCKOro
npYMeHeHuA.
- HaHeceHa BHYTPUNPON3BOACTBEHHAA
MHbOopMauma (NPon3BOACTBEHHbIN KOA).
09.10.2026 Ycnosua xpaHeHna MNpu Temnepatype He Bbiwe 25 °C B OpuUrnHanbHOM CoortsetcTByeT

ynakoBke (¢1aKoH-KanesbHULA B NMayKe U3
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KapTOHa)

09.10.2026

Cpok rogHocTy (cpok
XpaHeHus)

5 net

lfopeH go 30.09.2031

3akntoueHne OKK: JlekapcTBeHHbI npenapaT KopBason Kanau ans npuema BHyTpb cepma 1091026 cootsetctayet HJ, /IN-Ne(004110)-

(PT-RU)-141025

nepBbIﬁ 3aM. HaYda/ZibHMUKa oTaena:

®dapadoHoBa AnéHa BnagumuposHa

12.10.2026 13:31 32560108-7973800103

MoanucaHo aNeKTPOHHOM NoANUChbI0

[aTa Bblaaun 3akntoveHna o kadyectse 12.10.2026




