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«®1yKoHa30.1, pacTBop AaA HHPy3ui 2mr/ma B OyTeiikax 100ma B ynakoBke Nel mauka KapToHHAS»

Mecto npoussoactea:  Llex NO1, 220007, Pecniybauka benapycs, r. Munck, nep. ®abpuumyca, 3/10

(NPOM3BOACTBEHHOE NOAPA3ACICHUE. HHIEKC, AlDEC)
Konuuectso B cepun 8720 yn Nol

Hcrnpitanus semosxensl o JII-003736-070223
Crpana HasHauennss POCCHUUCKAS OEJIEPALMS

Homep cepun 540925
Mara npoussoactea 09.2025

Ne
i Haumenoeanue nokasareneit | TpeGosanus JII1-003736-070223 Meroa koHTpONS Pe3ynbTaThl HCIBITAHMI
1 |Onucanue [Tpo3paunstii GeclBeTHBI HIH Busyanbubii [Tpo3spaunktii cnerka
CJIErKa AENTOBATLIH pacTBOP. HKEJNTOBATLIA pacTBoOp.
2 |MoanuHHOCTE
- (haykonazon Y®-cnexrp ['D PO, V-
criekTpohoToMeTpHs [Moarsepxiaercs
- HATpHit XapakTepHas peakumns A ' Po IToarsepsknaercs
- XJTOPHIBI XapakrepHas peakiuus o PD IMoxreepiknaercs
3 |lIpospaunocts [Ipenapar nonxen ObiTh npospausiv|['® PP [Tpospaunstii
4 |LlBetHocTh [lpenapar nomken ObiTh GecusetHbM ([ PO He unrencusuee
MJIM OKpackKa Mpernapara He J0/7KHa arasona Yz
ObITH MHTEHCHBHEE STaNoHa Y7
5 |pH Or4,5107.5 ropo 5.8
6 |MexaHHueckHe BKIIOUCHHUS:
- BUAUMBIE YACTHLILI JHomxen Beiaepxusars Tpebosanns. |I'd PO Briaepxusaer
Yacruu pasmepom o110 MEM 1
- HEBHIHMBIE YaCTHLIGI Gonee - ne Gonee 6000 B | I'd PO, cuerno- Memnee 6000
OyTeike/haakone. (hoTomMeTpHUEecKHii
YacTuu pazsmepom oT 25 MKM H
Gonee - ne Gonee 600 B Menee 600
Gyroike/aakone.
7 |OcmonsipHOCTh Ot 260 no 360 MOcm/a I'd PD 297 mOcwm/n
8 |Poxacreenusle mpuMecH:
- IpUMech A He 6onee 0,4 % ' Pd, BOHX Menee 0.1 %
- npumecs B He donee 0,3 % Menee 0,1 %
- npumecs C He Gonee 0,2 % Menee 0,1 %
- mobas eAMHHYHAs He Gonee 0,2 % Menee 0,1 %
HEMACHTH(HINPOBAHHAA IPHMECE
- cyMMa rpumecei He Gonee 1,5 % Menee 0,1 %
9  |M3enekaemelit 06BeM He menee HoMuHANBHOTO o P 104 ma
10 |bakrepHaibHbIE IHAOTOKCHHE! Memnee 0,41 ED/mMr duiykonasona I'o PO Menee 0,41 ED/mr
11 |CrepunshocThb [penapar nomxen OrITh cTepuIbHEIM |I'® PD, MeTo MemBpanuoii CrepunsHbIi
(unsTpaimm
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12 |KoanuecTreHHOE OTIPEAC/ICHHE
- (haykonazon Ot 1,8 1o 2,2 Mr/ma ['D PO, V- 1.9 mr/ma
crieKTpooTOMETPHA
- HATPUA XITOPHIL Or 8,5 no 9,5 mr/mn TurpumeTpHuecKHii 9,1 Mr/mn
13 |VYnakoBka [To 100 ma npenapara B OyThUIKH CTEKISHHBIE TSl KDOBH, [To 100 mi1 npenapara B
TpaHChY3MOHHBIX M MH(Y3HOHHBIX MPENapaTos, UK BO (aakoHbi OYTBUIKH CTCKISIHHBIC [L151
CTEKIAHHBIE, YKYNOPEHHbIE NTPOOKaMi PE3HHOBLIMK H 0BKaTaHHbIe KPOBH, TPaHC(y3HOHHBIX 1
KONIMauKaMy ATOMHUHHEBRIMH WM KOMOMHHPOBAHHBIMH HIIH MH(Y3HOHHBIX MPernaparos,
ATOMOTIIACTHKOBRIMM WM ATIOMUHHEBBIMH € MIACTHKOBOM YKYNopeHHble npodkamu
HAKJIALKOH, PE3UMHOBRIME K 00KaTAHHBIC
Ha 6yTbuiky 1id (pIakoH HAKIEHBAKT 3THKETKY W3 OyMard nucueif  [Koanaukamu alioMHHHEBBIMH.
WJTH STHKCTKY CAMOKIICSLLYIOCH. Ha ByThutKy HaknecHa
Kawyio OyThUIKy/hraKon BMeCTe ¢ MHCTPYKIMEH N0 NPUMEHEHHIO  [ITHKETKA CaMOKIes asncs.
NOMEIIAIOT B NAYKy H3 KapToHa c/0e3 3aKIeHBaHu. Kaxas Gyrbuika BMecTe ¢
Vnaxkoska juist craitnonapos: 24 6yreutkn no 100 ma uan 48 MHCTPYKLIMCH 110 HPUMEHEHHIO
(haakoHos 1o 100 M1 BMECTE ¢ PABHBIM KOIHYECTBOM HHCTPYKUHH N0 |MOMEIIEHA B NAYKY M3 KAPTOHA
MPHMEHEHHIO B AIIHKKM M3 ro(pHPOBAHHOTO KapTOHA. 0e3 3aKnenBanms.
Ipynnosas u Tpancrniopruas rapa 8 coorsercreun ¢ [OCT 17768-90. |I'pynnosas u Tpancnopruas
Tapa B cooTetcTBin ¢ [OCT
17768-90.
14 |Mapkuposka Ha pycckoM g3bIKe yKa3bIBaloT: Ha pycckom sizpike ykasano:

1) ITepBuynag yrnakoBKa JEKapcTBEHHOTO Npenapara.

Ha strkerke GyThUIKH/(h1akoHa: HANMEHOBAHUE TTPEANPUATHS-
[POM3BOIATENS, €r0 TOBAPHBIH 3HAK, TOPTOBOE HAMMEHOBAHHE
npenapara (CoBrIalaerT ¢ MeIyHaPOIHbIM HEMATCHTOBAHHBIM
HAHMEHOBAHKEM), JIEKaPCTBEHHYIO (POPMY, KOHLIEHTPALIMIO, COCTAB Ha
1 M1, 06BeM B MULTHANTPaAX, «CTEPHILHOY, cnocod BREJACHHS,
«[TpUMEHATE 110 HA3HAYEHHIO Bpauay, « XpaHHThL B HEJLOCTYNHOM 115
JIeTel MECTen, TEOPETHUECKYIO OCMOIAPHOCTE, YCIOBHS XpaHEeHHS,
HOMEp cepHu (deTbipe nocnentue udpnl 0603HAYAIOT MECHLL 1 1o
M3TOTOBJIEHHSA), CPOK T'0IHOCTH,

2) BropuuHas ynakoBKa JIeKapeTBEHHOT0 Npenapara.

Ha nauke (c¢/0es saknensanus): HaMMEHOBAHME NMPEANPHATHA-
NPOM3BOIMTENS, €0 TOBAPHLIH 3HAK, IOPHANYECKHI NOYTOBBLIH anpec,
ajipec IeKTPOHHOI nouTsl, TeneoH/ake, TOProBoe HAMMEHOBAHNE
npenapara (COBNATAST ¢ MEXIYHAPOIHLIM HENATEHTOBAHHBIM
HaUMEHOBaHKHEM ), JIEKapCcTBEHHYIO (POPMY, KOHLIEHTPALIMIO, COCTAB Ha
1 mj1, 06BeM MII, KoaxuecTBO ByTRINOK/(hrakoHoB, «CTEPHILHOY,
Cr10cod BREACHHS, YCI0BHA oTnycka, «[IpUMEHSTE MO HA3HAYEHHIO
Bpayay, «XpaHuTh B HEJOCTYIIHOM JUIsl IeTel MEcTe», TEOPETHHECKYIO
OCMOJIIPHOCTb, YCIOBUS XPAHCHHS, HOMEP CEPHH (METBIPE MOC/IEAHNE
uupel 0603HAYAIOT MECSILL M FOJL U3TOTOBACHHA), CPOK I'OJIHOCTH,
(hapmaxo, perucTpalHoOHHbLIH HOMED M IITPUXOBOH KO, J0MyCKaeTCs
HaHeceHMe CPEACTB MACHTH(MKALIMK,

Ha THKeTKe f1MKa 115 CTALMOHAPORB: HAMMCHOBAHME MPEAIIPHATHS-
HPOU3BOIMTENS, €r0 TOBAPHLIH 3HAK, MOYTOBLI anpec, aapec
ICKTPOHHOM 1104THI, Tesnedon/(pake, TOProBoe HAMMEHOBAHHE
npenapara (COBNAJAET ¢ MEXIYHAPOAHLIM HEMATEHTOBAHHLIM
HAUMCHOBAHHEM), TeKAPCTBEHHYIO (JOPMY, KOHIIEHTPALIHIO, COCTAR Ha
1 M, 06beM B MHIUTHIMTPAX, KOJIMYECTBO By ThII0K/ (PIaKoHOB,
«CrepriibHo», cnoco® BeejeHus, «Jns crauuoHaposy, «[TpUMeHSTE
M0 HA3HAYCHHIO Bpavan. «Xpauwrb B HEJIOCTYITHOM U1 JeTeil mecTen,
TEOPETHUECKYIO OCMOJIAPHOCTD, YCIO0BHA XPAHCHHMS, HOMEP CEPUH
(uernipe nocneanue whpsl 0603HAYAKOT MECALL H FOJl M3TOTOBICHUS ),
JIaTY M3IOTOBIEHHA, CPOK FOAHOCTH, MAHHITYIISILIKOHHEIE 3HAKH,
perucTpalHoHHbIi HOMEP U IITPHXOBOM KO,

1) IMepsrynas ynakoska
NEKAPCTBCHHOTO Npenapara,
Ha arugerie OyThUIKH:
HAUMEHOBAHME MPCANPUATHS-
MPOM3IBOLHTEH, €10 TOBAPHII
3HAK, TOProBOE HAMMEHOBAHHE
npenapara (COBMaacT ¢
MEMKIYHAPOHBIM
HENATCHTOBANHbLIM
HAUMCHOBAHHEM ),
Jekapersentasn Gopma,
KOHLEHTPALMA, cocTar Ha | M,
061:-&\'! B Munmumpax,
«CrepuibHOY, cniocod
BBEACHUA, «[TpUMEHIITL MO
Ha3HAYECHHMIO Bpauay, «XpaHuTh
B HEAOCTYIHOM Julsl AeTeit
MECTE». TCOPCTHHECKAA
OCMOJIAPHOCT, YCTOBHS
XPAHCHUS, HOMED CEPUH
(ueTwipe nocnenanue UHdpol
0G03HAYAIOT MECHIL U T0/L
H3TOTORIEHUA), CPOK TOJHOCTH.
2) Bropuunas ynakoska
JIEKAPCTBEHHOIO Npenapara.
Ha nauke (6¢3 3akincuBanms):
HAUMCHOBAHHE NPCANPHATHS=
MPOUIROINTEINS, Er0 TOBAPHbIit
3HAK, IOPUAMHECKHA TIOYTOBBIH
ajipec, aipec NEKTPOHHOH
noyTsl, Tenedon/jake,
TOProBOe HAHMEHOBAHKE
nperapara (CoBnajaer ¢

MEM LY HAPOTHbIM
HENATEHTOBAHHBIM
HAUMEHOBAHHEM),
JAexapcrBenHan hopma,
KOHLEHTPAaILH, cocTan Ha | MJ,
00BEM M1, KOJIMHECTRO
OyThLI0K, «CTEpHIBHOY», C1IOCOD
BBE/ICHHA, YCIIOBHS OTIYCKA,
«IIpHMEHATD 110 HA3HAYEHHUIO
Bpauan, «XpaHuTh B
HEJIOCTYITHOM U8t aeTel
MECTE», TEOpeTHYEeCKa
OCMOJIBIPHOCT b, YCIOBHSI
XPAHEHUH, HOMED CepHH
(4eTbipe nocieaiune LHgpsbl
00G03HAYAIOT MECSIL H 101
M3TOTORIEHMS ), CPOK TOAHOCTH,
(hapMaKo/l, perucTpaluoHHbI
HOMEP M LITPHXOBOH KO,
HAHECEHBI CPe/ICTBa
HAEHTHRUKAIINK,
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15 |Yecnosus XpaHeHus ITpu Temneparype He Boine 25 °C. He 3amopaxHBath.

16 |Mdara okonuanus cpoka rogsocti |3 roaa |09.2028

Jara, ®.1.0. u noanuck OTBETCTBEHHOTO 3a BHECEHHLIE pe3yIbTarsl 17.12.2025 M / _Kopuuenko C.B. /

Jlata / [Moanuen $.H.0.
3akmouenne: KadecTBo "DaykoHA30 p 1 mHGy3uit 2mMr/Ma B OyThuikax 100mi B ynakoske Nol
navka kapToHHas" BeTcTBYeT TpeboBanusam JII1-003736-070223
Haugaasauk OKK A

Jara 17.12.2025
A noomeepacoaio, wmo npus _
npoussedend (BKNIOYAA YRAKOBKY (M apMpgiie  KkKauecmsa) HA GbIUEYKA3AHHOU NPOUIBOOCMBEHHON RAOU AdKe

Hadrexcawjel NPOUIBOOCMBEHHOU  NPAKMUKT Saber KOMMpONA Kaiecmea NeKapemeeHHulx cpeocms, a makice 6
COOMBEMCMBUU CO CREYUDUKAYUAMU, COOEPICAUUMUCH 6 PEUCMPAYUHOHHOM 00CHE Wilt 8 DOChe CReYUDURAYUT Ha TeKaPCMGEHHbLI
npenapam & ciyyde 1eKapcmeenHslX nPenapamos o8 KIUHUYeCKUx uceaedosanuil,

3anucu no NPoOUIBOOCMEY, YRAKOGKE U GHANU3ZY NpoGepeHsi, W YCMAaHOGIeHo ux coomeemcmeue mpeboganusim [lpagii
Hadnexcaueli npou3so0CmeeHHON NPAKMUKY.

Jlata nmojnucanus 17.12.2025 Y.
Yo/iIHOMOYeHHOE JIHI0 (/ ['pymesuy E.B.

Unommca, O.H.0.
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