COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 23.07.2025 N= 18362
(GIERORATENEHOCTE 0016)
M 1

Al IS HEHTA

J1M-Ne004189-IT1-BY
COITIACOBAHO JIncToK-BKIAABIII — U

MWHUCTEPCTBOM 3[JPABOOXPAHEHNA
PECIMYBJIMKW BEJIAPYCb

nPUKA3OM OT 07.10.2025 Ne 1156
NOCNELOBATENbHOCTS 0017 Kauon®-1 100, 100 mr + 100 Mr, Ta0/IeTKH BATHHAJILHBIE

JelicTBy1olMe BEIECTBA: METPOHUIA30J1 + MUKOHA301.

Ilepen npuMeHeHHeM NpenapaTa MOJHOCTHI0 MPOUYNTANTE JIMCTOK-BKJIA/AbIII, IOCKOJIbKY B

HeM cojiep:KaTcs BakHble 11 Bac cBegeHus.

- CoxpannTte TUCTOK-BKIaabII. Bo3MoxkHo, Bam moTpebyercst mpounTtats ero eme pas.

- Ecnu y Bac BO3HUMKIIM 1OTIONTHUTENIbHBIE BOTIPOCHI, OOPAaTUTECH K JIeHallleMy Bpayy.

- Ilpenapat Haznauen umeHHo Bam. He niepenanaiite ero npyrum moasM. OH MOKET HaBpEIUTh
UM, Aaxxe €CjIu CUMIITOMbBI UX 3a6OJIeBaHI/I$I COBIIaAarOT C Bamumu.

- Ecnu y Bac Bo3HUKIIN Kakue-TH00 HeXeNlaTeNlbHbIE peakiiuu, 00paTUTECh K JIeyallleMy Bpady.
JlanHast pekoMeHIaus pacIpoCTPaHsIeTCs Ha JIFOObIE BO3MOKHBIC HEeXKENaTeIbHbIC PEaKIiH,
B TOM YHCJI€ Ha HE MePEeUrCIeHHbIE B pa3iese 4 JINCTKa-BKIIa IbIa.

Coneprxanue JUCTKA-BKJIAIbIIA

Yro u3 cebs npeacrasiser npenapar Knuon®-J1 100, 1 1j1s1 4€ro ero npuMeHsIOT.
O ueM creayer 3HaTh nepe npuMeHenneM npenapara Kinou®-J1 100.
Ipumenenune npenapara Kimmon®-11 100.

Bo03MOKHBIEC HEXKENATEIbHbIC PEAKIIHH.

Xpanenue npenapara Kivnon®-J1 100.

CoJepKrMMoe YIIaKOBKH Y IPOYHE CBEICHHSI.

ARSI

1. Yro u3 cebst npeacrapiasier npenapat Kianon®-J1 100, u 1151 4ero ero npuMeHsiioT
[Ipenapar Kmon®-JI 100 comepuT AEHCTBYIOIIME BEIIECTBA METPOHMIA30] M MHKOHA30J.
JlaHHBII npemnapar sBISETCS] TPOTUBOMHUKPOOHBIM, MPOTHBOIPOTO30MHBIM (MIPOTUB MHQEKIHA,
BBI3BaHHBIX IPOCTEHIIMMU) U IPOTUBOIPUOKOBBIM CPEICTBOM.

Iloxka3aHus K NPUMEHEHHIO
Kimnon®-J1 100 nmoka3an Kk NpMMEHEHHIO Y B3POCIIBIX B BO3PACTE OT 18 JIET /ISl MECTHOTO JICYEHHUS]
BarMHUTOB CMEIIAHHOW 3THOJIOTHH, BRI3BAaHHBIX OJTHOBpeMeHHO Trichomonas spp. u Candida spp.

Cnoco6 aeiicreust npenapara Kanon®-J1 100

MexaHu3M JEWCTBHS METPOHHIA30J1a 3aKJII0YAaeTCsl B OMOXMMHUYECKOM BOCCTAHOBJIEHUU S-
HUTPOTPYIITEI METPOHHUIa30J1a BHYTPH KJIETOK aHAdPOOHBIX MHKPOOPTAHU3MOB M MPOCTEUIITHX.
BoccranoBnennas  S-HuTporpymma MeTpoHugaszona B3aumoperctByer ¢ JHK — knetkum
MUKPOOPTaHU3MOB, HUHTHOUPYSI CHHTE3 UX HYKJIEMHOBBIX KHCIIOT, YTO BEJET K rrbOenu 6akTepuit
Y MIPOCTEUIIHNX.

MukoHa30J1 SIBISIETCS AKTHBHBIM IPOTUBOTPUOKOBBIM CpencTBOM. llpu HHTpaBaruHaabHOM
MPUMEHEHNN aKTHBEH B OCHOBHOM B oTHomieHnn Candida albicans. OH mogaBisier OMOCHHTE3 B
MeMOpaHe rpuOKOB, YTO MPUBOJUT K THOENIN IPUOKOBBIX KJIETOK. MUKOHA30J1 HE U3MEHSIET COCTaB
HOpMaJIbHOW MUKpodopsl 1 pH Braranwuimia.

Ecnmm ynyumenue He HacTynmwio win Bel uyBcTByeTe yxyamenue uepe3 10 quei, HeoOX0auMo
00paTUTHCA K Bpauy.

2. O 4em cieayer 3HATH epea npuMeHenuem npenapara Kinon®-J1 100
IIporuBonokazanus
He npumensiiite npenapar Kiunon®-J1 100:


ЛП ГП СОГЛАСОВАНО


J1M-N2004189-I-BY
COrMACOBAHO

MWHUCTEPCTBOM 3[IPABOOXPAHEHWA
PECIYBJ/IMKN BEJIAPYCb

COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 23.07.2025 N= 18362

neviason o1 0710 2045ty Bhc asnneprust Ha METPOHUTIA30I, APYLUE npoﬁgﬂgnﬁﬂlgeqi%%’p“oﬁﬁgagaTﬁﬂgo " som,

MOCIIEQOBATENBLHOCTL O

MMUTA30,16I WM JTI00ble JpyTrHe KOMIIOHEHTHI Iperapara (IepedyHcieHHble B paszzaene 6
JIMCTKA-BKJIQIBIIIA);

- ecimu y Bac opranuyeckue MOpaKeHHMs LEHTPAJIbHON HEpBHOM cHUCTEMBI (B TOM YHUCIE
SIUJIETICHSA );

- ecnu y Bac nelikonenus (CHHKEHHUE JICMKOLMTOB B KPOBH), B T.4. €CJIM OHa Obu1a y Bac korja-
TO paHee;

- ecnu y Bac neueHoYHast HEIOCTATOYHOCTH (TSDKETIbIE HAPYLICHUs (YHKIUU TICUYCHH);

- ecnu Bo1 6epemennsl (I Tpumectp OepeMEeHHOCTH);

- ecau Bel kopmure rpyaso.

Oco0ble ykazaHusi 1 MepPbl PEI0CTOPOKHOCTH
I[Tepen npumenenneM npenapara Kinnou®-J1 100 mpoKoHCYILTUPYHTECH C JIEYaIiM BPauoM.

He crnenyer nmutensHO nmpuUMeHsTH npenapat (6onee 10 greit) 6e3 oco0oro Ha3HA4YCHHS Bpadva.
Ecnmu npenapar npumMensieTcs 6oj1ee JTUTEIBHO, YeM 3TO OOBIYHO PEKOMEHAYETCS, TO JICUCHUE
ClIelyeT TPOBOJWTH TIIOJ KOHTPOJIEM TIOKa3arejaeid KpoBH (OCOOCHHO JIEHKOIMTOB) W
HOXKEIATENBHBIX PEaKIMH, TaKuX Kak mnepudepudeckas WIM ICHTpaJTbHAas HEWPOIaTHS,
MIPOSIBIISIONIUXCS TTAPECTE3UeH, aTaKCHEH, TOJIOBOKPYXKEHHEM, CYJIOpOTaMH, MPU MOSABJIEHUH
KOTOPBIX JieYeHHe JI0JKHO ObITh MPeKPaIIeHo.

[Ipu neyeHnM TPUXOMOHAJHOIO BarMHUTA Yy JKEHILWH U TPUXOMOHAJHOIO YPETPUTA Y MYKUHUH
HEO0OXOAMMO BO3EPKUBATHCS OT TMOJIOBBIX KOHTAaKTOB. OO0s3aTEIbHO OJHOBPEMEHHOE JICUCHUE
MOJIOBBIX NapTHepoB. JleueHne He mpekpamiaeTcss BO BpeMsi MeHcTpyauuil. Ilocnme tepanuun
TPUXOMOHHA3a CJIEAYyeT MPOBECTH KOHTPOJIbHBIC MPOOBI B TEUCHUE 3 OUEPEIHBIX LMKJIOB J0 H
MOCJIE MEHCTpYaluu.

B cimydae Hed(h(EeKTUBHOCTH JeUeHHs] Bpad MOXKET HAa3HAYUTh BaM Jpyroil CHCTEMHBIH
TPUXOMOHAIOIMTHBINA W/UITU TIPOTUBOTPUOKOBBIN Mpernapar.

B crmydae mosiBiIeHHS MOBBIIICEHHON YYyBCTBUTENBHOCTH, Pa3IpPaKEHUS CIU3UCTOW OO0OIOYKH
BJIarajuiia, J€4eHUEe JaHHBIM MPEnapaToM CIEAYET MPEKPATUTb.

CooOmure neyarieMy Bpauy o Hannuuu y Bac cunapoma KokkeliHa, Tak Kak B JaHHOM Cllydae
npumenaTs npenapatr Kmmon®-J 100 He chemyer, 3a UCKIIOYEHHEM CIIyd4aeB, KOTJa CYATAETCS,
YTO TI0JIb3a MPEBBIIAET PHUCK, U IPU OTCYTCTBHM aJIbTEPHATHUBHOTO JIEYEHUS B CBSI3U C
BO3MOXXHBIM Pa3BHTHEM TSDKEJIOW TeMaTOTOKCHYHOCTU /OCTPON TEUEHOYHOW HEAOCTATOYHOCTH
(BKJIIOYAs CIIy4au C JIETalbHBIM MCXOJOM M OYEHb OBICTPHIM HayalloM IMOCIe Hayana JICYCHUS
npenaparamu, COAEPKAIIMMHU METPOHHUAA30JI ISl CUCTEMHOTO NMPUMEHEHUs) Y MAalMeHTOB C
cunapomoM Kokkeiina.

HccnenoBanus GyHKINY IEYCHH CIISAYET MPOBOAUTH HEIIOCPEICTBEHHO TIepe] Ha4aaoM JICUCHHS,
Ha MPOTSHKEHUU BCETO JICYCHUS U MOCJE €ro OKOHYaHMS IO TeX MOp, MoKa (YHKIUS MeYeHH He
OyJIeT B mpesesiax HOPMBI, WIH MTOKa He OyAyT JOCTUTHYTHI MCXOHBIC 3HaYeHUS. Eciu Bo Bpems
JIeYeHUs MoKa3aTenu QyHKIUU TIEYSHU 3aMETHO MOBBILIAIOTCS, IPUMEHEHHUE MIpernapaTa clieayeT
MPEKPATUT.

Ecin y Bac cunapom KokkeliHa, HeMeIJIEHHO COO0IIMTe Bpadyy O Pa3sBUTHH JIOOBIX
CHMIITOMOB TOTEHHHAJBLHOI0 MOPAKeHUsl TeYeHU (TaKuX KaK BIEPBbIC BBISBICHHAS
coxpaHsitomiasics 0ollb B JKMBOTE, OTCYTCTBHE AammeTHTa (aHOPEKCHUs), TOIIHOTa, pPBOTA,
JTUXOpajJKa, HEJOMOTaHWE, KENTyXa, MOTEMHEHHME MOYM WM KOXHBIM 3yJ) W TMPEKpaTUTE
pUMEHEHUE Ipenapara.

AKTHBHOE BelecTBO BarnHanbHOW Tabnmetku Kinmon-/[ 100 mMoxkeT MOBIUSATH Ha pe3yJbTaThl
HEKOTOPbIX J1abopaTopHbIX TecToB. Eciu BbI cobupaerech Ha J1abOpaTOPHOE HCCIIEIOBaHHUE,
cooOuuTe MenacecTpe, 4To Brl npumensiere BarnHaibHble Tabnetku Kion-/1 100.
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JIM-Ne004189-ITI1-BY

COIMACOBAHO COOTBETCTBYET KCNEPTHOMY OTYETY
MUHVCTEPCTBOM 3[IPABOOXPAHEHMS!

ot 23.07.2025 N 18362
PECMYBIVKW BENIAPYCb

neviason ot 07 LPEEBXO MG NPUHUMATh BO BHUMAHHE, YTO M€ FDOHI/IHa%Jll_'I&MI%%éSE&%Q&Tﬁ%OﬁéMH,

MOCNEQOBATEIbHOCTb
T K JIOJ)KHOIIOJIOXKUTCIILHOMY TCCTY Henwcona.

Jletn
He nmaBaiite mpenapar aetsim B Bozpacte oT 0 1o 18 et BciencTBue pucka HEdPHEKTUBHOCTH U
BEPOSTHON HEOE30MaCHOCTH MOCKOIBKY 3((HEKTUBHOCTH U OE30MIACHOCTh HE YCTAHOBJICHBI.

Jpyrue npenapatbl 1 npenapat Kanon®-J1 100
Coobmure nedameMy Bpady O TOM, 4TO Bbl mpuHHUMaeTe, HEIaBHO NMPUHUMAIN WM MOXKETE
HayaTh NPUHUMATh KaKue-I11u00 apyrue npenaparsl.

Ecmu BarunanbHbele TaOnetkn Kmnon®-J 100 mpuMeHSIOTCS ¢ NEpPOpPaIbHBIME TaOJIEeTKAMM
METPOHHUA3051a, HEOOXOAUMO YUUTHIBATH CIEAYIOIIME BUABI B3aUMOACWUCTBUS, CBS3aHHBIC C
METPOHUA30JI0M:

- gucynbdupam (mpenapar i JeYeHHUs aJKOrojlu3Ma) — MpH OAHOBPEMEHHOM IPUMEHEHUU
BO3MOXXHO Da3BUTHE TICHXOTHYECKHX PEAKIUi, WHTEPBAI MEXIy IPUMEHECHHEM JTHX
JIeKapCTBEHHBIX NpenapaToB JOJKEH ObITh HE MEHee 2 HeZlelb;

- 3TaHOJ — BO3MOXHO BO3HUKHOBEHHE AUCYIH(PUPAMOIIOT00HBIX PEAKIINii: THIIEPEMHUs KOKHBIX
IOKPOBOB, MPWJINBBI KPOBH K KOXKHBIM ITIOKPOBaM, pPBOTa, TAXUKAPAUS;

- BapdapuH (HempsMble AaHTUKOAryJIIHTBl — T[Ipernaparbl, pa3KWKAOIUE KpPOBb U
NPENATCTBYIONINE 00pa30BaHMUIO TPOMOOB) — YCHJIEHHE AHTUKOAryJIsHTHOTO >¢deKxta u
IOBBIIIEHUE PHUCKA PA3BUTUS KPOBOTEUEHMS, CBS3aHHOI'O CO CHH)KEHHUEM IIE€YEHOYHOTO
MeTa0oIM3Ma HEMPSIMbIX AHTHKOAryJISHTOB, YTO MOXET NPUBOAUTh K YJUIMHEHHIO
IPOTPOMOMHOBOI'O BPEMEHH; IIPH OJJHOBPEMEHHOM NIPUMEHEHUH METPOHH1a30J1a U HENPSAMBIX
AHTHUKOATyJIIHTOB TpeOyercst Ooyiee 4acThIil KOHTPOJIb NPOTPOMOMHOBOTO BPEMEHU U TPHU
HE00XOIMMOCTH KOPPEKLUS 103 aHTUKOAryJITHTOB;

- mpemaparbl JUTUSA (TMPUMEHSEMBbIe [Js JICUEHHUsS ICUXWYECKMX HapyLIEeHHH) — MOXeT
MOBBIIATHCSI KOHICHTPALUS JIMTHS B TUIa3Me€ KPOBHU; TPU OAHOBPEMEHHOM NPUMEHEHUH
clleZlyeT KOHTPOJIMPOBATh KOHIEHTPALMIO JIMTHs, KPEaTUHMHA W 3JIEKTPOJIMTOB B ILIa3Me
KPOBH;

- LUKJIOCHOpHH (mpemapar, CHW)KAIOIIUM  aKTUBHOCTb HUMMYHHOM  CHUCTEMbl  IpHU
TPaHCIUIAaHTALIMK OPTaHOB) — MOXET IOBBIIIATHCS KOHIEHTPAIMs LUKIOCIOPHHA B IUIa3Me
KPOBH; CJIEZyeT KOHTPOJIMPOBaTh KOHLEHTPALMIO LUKIOCIOPHHA M KpPEeaTHHHHA B ILIa3Me
KPOBH;

- OUMeTHIUH (MIperapar, CHIKAIOIINN KUCIIOTHOCTD eIy IOYHOTO COKa) — MOYKET NMPHUBECTH K
MOBBIIIEHUIO KOHLIEHTPA[MM LIUMETHIMHA B IJIa3Me KPOBU M YBEIMYEHHUIO PUCKAa Pa3BUTHUS
HEXKEIIaTCIIbHEIX SBIICHUM;

- (enobapburan, peHuTONH (IPOTUBOCYAOPOKHBIE MPETIapaThl) — MOYKET YCKOPSTH BHIBEICHUE
METPOHHUA301a, B Pe3yJIbTaTe Yero CHIXKACTCS €r0 KOHLIEHTPAIH B IIa3Me KPOBH);

- (¢Topypaumsn (IPOTHBOOIYXOJIEBBIM IpemapaT) — METPOHHAA30] YMEHBIIAET KIMPEHC
¢dTOopypaumia, NpUBOJISA K YBEIHUEHHIO €r0 TOKCUYHOCTH;

- Oycynb(aH (IPOTUBOOMYXOJEBBII MpenapaT) — METPOHHIA30JI MOBBIIIAET KOHIIEHTPALUIO
Oycynb(aHa B IU1a3Me KPOBH, YTO MOXKET IPUBOJIUTH K PAa3BUTHUIO TSHKEIOIO TOKCHYECKOTO
neiictBus Oycyibdana;

- BEKYpOHHs OpoMH] (HEACTIONSPU3YIONIIEe MUOPETAKCAaHThl — MpenapaThl JJs pacciaadieHus

MBILILl HpPHU XUPYPrUYECKHUX ONepalusax) — HE PEKOMEHAYeTCs IMPUMEHSTh C
HEETIOJSIPU3YIOIMMHU MUOPEJIaKCAHTaMN);
- cynbhaHWIaMuAbl  (IPOTUBOMUKPOOHBIE CpPEACTBAa) — YCHJIHMBAIOT TNPOTHUBOMHKPOOHOE

JeUCTBUE MCTPOHHUAA30J1a.
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COLNACOBAHO COOTBETCTBYET JKCMEPTHOMY OTHETY
MmHMCEEE%;BE%MK%E/EJ@I?%&HEHMﬂ ot 23.07.2025 N2 18362
MPUKA3OM OT 07.1 5 - i (Noc OB L H N016]
I'IOCJ'IE,EI,OBATEJ‘IbHOPl%)gCTb Ol&fdﬁﬁ%m 0 B3aMMOJEUCTBUU METPOHUI430Ja U MHKOE&%TI;' MEHT{’)EJ&PH—TJTBHOM
llpMMCHCHMk,.

Ecin Bbl npuHuMaere OIuMH M3 BBILENEPEYHUCICHHBIX MPENaparoB, IMepell NPUMEHEHHEM
npenapara Kimnon®-J1 100 IpoKOHCYIbTHPYHTECE € JIEYAIMM BPadOM.

Mpenapar Kinon®-J1 100 ¢ aakorosem

[TockonbKy OJTHOBPEMEHHBIH MTPUEM METPOHUAA30J1a C AJIKOT0JIEM (3TAHOJIOM) MOKET OKa3bIBaTh
s dext, anamornunblii 3pPexTy qucynbdupama (TUepeMust KOKHBIX ITOKPOBOB, MPUIUBHI KPOBH
K KOXXHBIM IIOKpOBaM, pBOTa, TaXI/IKapIII/IH), BO BpPCMHA JICUCHUSA U B TCUCHUC XOT 651 OJHOT'O OHA
10CJIe OKOHYAHUsI TIPUMEHEHUS TIpernapara He cjeayeT YHOTPeOsiTh aJIKOroJbHble HAMUTKHU
WIN JIeKapCTBEHHbIE MPenapaThbl, copepKaniue ITaHOI.

bepemeHHOCTD M IPyAHOE BCKApMJIMBaHHUE

Ecin Bbl GepeMeHHBI WM KOPMHUTE TPYJbl0, AyMaeTe, YTO MOXKeTe ObITh OepeMEeHHbI, WU
IUIaHUpyeTe O0epeMEeHHOCTh, Iepe]] HaualoM MPUMEHEHHs NpenapaTta MPOKOHCYJIBTHPYHTECH ¢
JI€YalUM BPAdOM.

I[Mpenapar Kmuou®-J[ 100 He cnenyer npuMensts B [ tpumectpe Gepemennoctu. I[Ipumenenue
npenapara Bo Il u Il TpumecTpax BO3MOXKHO TOJBKO MO HA3HAYEHUIO Bpaya U B TEX CIydasx,
KOTI'Zla NOTEHLMAIbHAsS 110J1b3a JIJIs1 MaTepH MPEBBIIIAET PUCK IS TUIO/A

He npumensiite npenapar Kinon®-J1 100 B nepuo rpyJHOr0 BCKAPMIMBAHHS WK TPEKPATUTE
IpyIHOE BCKapMIMBAHKE Ha Bpems JiedeHus npenaparom Kinon®-J1 100.

BinsiHMe Ha CHOCOOHOCTH YNPaBJATH TPAHCIOPTHBIMHM CpPeACTBAMH MM Padorarh ¢
MeXaHU3MaMH

Ilpu npumenenun npenapara Kiuuon®-J[ 100 wuHTpaBardHaabHO HE OBUIO  BBISBJIECHO
OTPULIATEJIBHOTO BIMSHMUSA HAa CIIOCOOHOCTb YHPABJIATh TPAHCHOPTHBIMHM CPEICTBAMM, OJHAKO,
YUUTBIBAs PUCK pa3BUTHsI TaKUX HEXKEJIATENbHBIX pEeakUui, KakK CIyTaHHOCTb CO3HAaHMS,
TOJIOBOKPY’KCHHE, TaJUIIOLMHALMY, HApYIIEHWS 3PEHUs, PEKOMEHAYETCS BO BpEMs JICUCHHUS
BO3/IEP’KUBATHCS OT YIPABJICHUSI aBTOMOOUIIEM, OT 3aHATUN IPYTMMHU MOTEHIHMAIBHO OMACHBIMU
BUJAMHU JESATEIbHOCTH, TPEOYIOIMMH IOBBIIIEHHOM KOHLEHTpPAlMd BHHUMAHHUS M OBICTPOTHI
IICUXOMOTOPHBIX PEaKIUH.

Mpenapat Kiunon®-J1 100 coaepKuT HATPUS JaypuicyabdaT

[Ipenapat comepUT HATpHs JaypwiIcysib(ar, KOTOPHIH MOXET BBI3BIBATH MECTHBIC KOXHBIC
peaknuy (Takue Kak OLIYIECHHE MOKAIbIBaHUS WM ¥OKEHUE) WIN YCUJIUBATh KOXKHBIE peakiu,
BBI3BaHHbIC JPYTUMU CPEICTBAMH ITPH HAHECEHUH Ha TY K€ 00JIaCTh.

3. llpumenenue npenapara Kiauon®-J1 100
Bcerna npuMensiiTe npenapar B IOJHOM COOTBETCTBHUHU € PEKOMEHIALMAMM JIEHAIIEero Bpaya.
[Ipu nosiBIEeHUM COMHEHUN ITIOCOBETYUTECH C JICYAIUM BPAdOM.

Pexomenapyemas 103a

[Ipu TpuxomoHnuase: 1 BaruHajibHy10 TaOJIETKY OJIMH pa3 B ICHb (BEUEPOM, IIEPE]I CHOM) B TEUEHHE
10 nHe# B coueTaHnu ¢ MPUEMOM IIpernapara METPOHHU1a30J1 BHYTPb.

Jlns  mpenoTBpallleHUs TMOBTOPHOTO  3apaK€HUS HEOOXOAMMO OJIHOBPEMEHHOE JICUEHHE
CEKCYaJbHOT0 MapTHEPA MpenapaToM METPOHUA301 B (hopme TabieTok it mpueMa BHYTPb.

B ciyuae HeaexkruBHOCTH Nevyenust: 10-qHEBHBII Kypc J€USHHUSI MOKHO TOBTOPHUTD.

[Tpu rpudkoBoii nHGeKMK: 1 BarnHaabHy0 TaOJIEeTKY OAMH pa3 B I€Hb (BEUEPOM, IIepejl CHOM) B
teyeHue 10 gHei.

IIyTh 1 (111) cocod BBeIeHUs


ЛП ГП СОГЛАСОВАНО


JIM-Ne004189-ITI1-BY

COIMACOBAHO COOTBETCTBYET KCNEPTHOMY OTYETY
MUHVCTEPCTBOM 3[IPABOOXPAHEHMS!

ot 23.07.2025 N 18362
PECMYBIVKW BENIAPYCb

MPAKASOM OT 07.1 atvapiabpHO. TablleTKy BaruHaJIbHYIO (npenBapnTg}Bi%lﬁQ%géJﬁaE"Elgﬂ%g?ﬁ%;) it
i

MOCIEJOBATE/IbHOCTb
JlaraJiiie BE4Cpom nepey CHOM.

[IpoxoKuTEIHLHOCTH TEPANTHHI
IMpenapar Kimon®-J1 100 cnenyer npumensts B Tedenue 10 gueit. I[Ipu OTCYTCTBHU CTPOrHX
MOKa3aHUH M peKOMEHalui Bpada, He MPUMEHSITe npenapar 6osee JIUTeIbHOE BpeMsl.

Ecau Bol npumennan npenaparta Kianon®-J1 100 6osbie, 4em ci1e10BaJI0

IMpenapat Knnon®-J1 100 npeanasHaueH TOJIBKO JUIsl BHYTPUBJIATATUIIHOTO TpUMeHeHus. Ecin
Bel  cimywaiitHo mpormoTmiu  TabJeTKy — BarMHaJdbHYI0, BaMm  MokeT moTpeboBaThCS
cumnToMaruyeckoe JedeHue. llpu mnepeno3upoBke mpu NpueMe BHYTPb BBICOKHX 103
METPOHHU/1A30J1a U CIIy4YalHbIX MEpe103UpPOBKax MOTYT BO3HUKHYTh PBOTA, aTaKcHs, HEOOIbIIas
ne3opueHTanus. Bam ciexyeTr oOpaTuThCs 3a MEAMIIMHCKOW MOMOILBIO.

Ecau Bol 3206111 npuMenuth npenapat Kanon®-11 100

He ucnone3yiiTe nBOMHYIO 103y, 4TOOBI BOCHOJHHUTH 3a0BITYI0 BarMHaJbHYIO TaOieTky. Bam
cilelyeT IPHUMEHHUTh CIEAYIOUIyI0 BAarMHAJIbHYIO TaOJIETKy B OOBIYHOE BpeMs, a 3aTeM
IIPOJIOJKUTH IPUMEHEHHE COTIACHO HA3HAYEHUIO.

Ecau Bol npexpatuiin npumenenne npenapara Kanon®-J1 100

Kion®-J1 100 Heo6X0MMO TIPUMEHATH B COOTBETCTBHHU ¢ PEKOMEHAAIMsIME Bariero ievaiero
Bpauya M B TEUEHHE IEpPHOAAa BPEMEHM, PEKOMEHIOBaHHOTrO BpadoM. IlpexneBpemeHHOE
npepbIBaHKE JICUCHHUS MOXKET MMPUBECTHU K PEIUINBY HH(PEKIIUH.

[Ipy HaIMYKMKM BONPOCOB 10 MpuMeHeHHto npenapara Kimnon®-J[ 100 oGparurech K Jeyariemy
Bpauy Wi pabOTHUKY allTEKU.

4. Bo3mo:xHbIe HeKelaTeIbHbIe peakIui
[TomoOGHO BCceM IeKapCTBEHHBIM npenaparam npemnapar Kimmon®-JI 100 MOXeT BEI3HIBATH
HeXeJaTelbHbIE PeaKliy, OJTHAKO OHU BO3HUKAIOT HE Y BCEX.

Annepruueckue peakuuu (peakluu THIEepYyBCTBUTEIBHOCTH) MOTYT pa3BUBAThCS K JIIOOOMY
npemnapary, B ToM uucie W K npenapary Kmumon®-JI 100, 0COGEHHO TpH OJHOBPEMEHHOM
IPYMEHEHHH ¢ PENapaToM METPOHKAa3071 BHYTph. IIpexpaTuTte npuem npenaparta Kanon®-J1
100 1 HeMeAJIEeHHO 00paTUTeCh 32 MEAUIIMHCKOM MOMOUIBIO B CIIy4yae BOBHUKHOBEHUS OJHOTO
U3 CIEeIYIOUINX IPU3HAKOB AJVIEPrUu4ecKoil peakum:

- oTek Juma (ryObl, BEeKH, IIEKH) U CIM3UCTON PTa, MOXKET PACIHpPOCTPAHATHCS HA TOPTaHb,
BbI3bIBasl  3aTPyJAHEHUE JIBIXaHUSA, OXPUIUIOCTh TOjJOca M JAlOMMA  Kallelb
(aHTMOHEBPOTUYECKHH OTEK) — BO3HHKAeT HEYacTo (MOTYT BO3HHKATh He Oojee yem y |
yenoseka u3 100);

- OTeK JHIa, BeK, I'y0, sf3plKa WIM TOpia, 3aTPyIHEHHOE IbIXaHWE WJIM TJIOTaHUE, PE3KOoe
CHIDKEHHE apTepuaIbHOro NaBieHus (aHaQMIaKTUYECKHE PEaKIui ) — BOSHUKAET OUYEHb PEIKO
(MoryT Bo3HUKATh He Oosiee yem y 1 wenmoseka uz 10000);

- TsDKEJIble KOJKHBIE PeaKIMM, BKIIYasi KOXKHYIO Chllb, YACTO HAYMHAIOIIYIOCS C MOSIBICHUS
KpPacHbIX 3YyJIIMX Y4YacTKOB Ha JIMIE, pyKax WIM Horax (MHOropopmHas spuTeMa) —
BO3HUKAET OUEHb PEJIKO (MOTYT BO3HUKATh He Oosiee uem y 1 yenmoseka u3 10000).

Jlpyrue Bo3MOKHbIe He:KeJIaTeJbHble PeaKIMHi, KOTOPble MOT'YT Ha0JJIH0JaThCs IPH NIpHeMe
npenapara Kmuon®-J1 100:

Ouenp yacTo (MOTYT BO3HUKATh y Oosiee yem 1 uenoseka u3 10)

- ToJioBHas 0O0JIb,
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SACTO (MOI'yT BO3HUKATh He Ooiiee ueM y 1 uenmoBeka u3 10)

- 00JIb BHHM3Y JXKHUBOTA,

- KOJIMKH BHHU3Y JKHUBOTA,

- moHoc (auapest).

Heuacrto (MoryT Bo3HuKath He Oosiee yem y 1 yenmoBeka u3 100)

- CHW)KEHHE aIllIeTHTa,

- CyIOpoOru, FOJIOBOKPYEHHE.

- HapylleHue KOOpAHHALUH,

- COHJIUBOCTD,

- HapylLIeHUs 4YyBCTBUTEIBHOCTH pA3JIMYHOW CTENEHU TSHKECTH, CONPOBOXKAAOLINECS
OLIYIIICHUEM TOKaJIbIBaHUs, OHeMeHUs (nepudepuyeckas Helponarus),

- HapylIEHUs BKYCOBBIX OIIYIIEHUH («METAJUTMUECKHID» MPUBKYC BO PTY),

- pBOTa,

-  UW3MCHEHHWE I[BETa f3bIKa/ «OOJOXKEHHBIN» S3bIK (M3-32 YPE3MEPHOr0 pocTa TPUOKOBOM
MHUKPOQIIOpEI),

- KOXHBIH 3y, CbIllb, KPAITUBHUILIA,

- pa3apakeHHue U *OKEHHE B MeCTe BBEACHUS,

- IOBBILICHUE TEMIIEPATYpPHI TETIA.

Penxo (MoryT Bo3HUKaTh He Oosee yeM y 1 yenoseka u3 1000)

- rpubkoBas cynepuH(peKkuus (Hampumep, KaHIUI03 Biarajuiia - BO3MOXKEH MOCIE OTMEHbI
npenapara),

- CIIlyTaHHOCTb CO3HaHMUS,

- OKpallMBaHHE MOYM B KOPHUYHEBO-KPACHOBATHIA LBET, OOYCIOBICHHOE HAIWYHEM B MOYE
BOJIOPACTBOPUMOI'0 METab0JINTa METPOHH1A30J1a.

Ouenb peaxo (MOryT BO3HUKATh He Oosee ueM y 1 genoseka uz 10000)

- CHIKEHHE KOJMYECTBa JIEHKOLUTOB (JIEHKONEHUs), TPOMOOIUTOB (TPOMOOIMTONEHUS) B
KPOBH;

- 3acToM xemuu (XoJecTas),

- OKpalIMBaHME B JKEJITHIHM LBET KOKU U CIU3UCTBIX 000sI0ueK (KeTyXa),

- TIOBBIIICHWE AaKTUBHOCTH «IICUYCHOYHBIX» (epMeHTOB (acmaprataMHHOTpaHC(epassbl,
alaHMHaMUHOTpaHcepassbl, MeTouHoi (hocdaTassbr).

HewusBecTHO (HEBO3MOXKHO OLIEHUTHh HA OCHOBAaHUHM MMEIOIIMXCS TAHHBIX)

- ocTpas Ie4eHOYHasi HeJOCTaTOYHOCTh y MAIMEeHTOB ¢ cMHIApoMoM KokkeiiHa (cM. pa3zen 2).

Coo0uienne 0 HexkeJIATEJIbHBIX PeaKIHAX

Ecnu y Bac Bo3HUKAIOT Kakue-1100 HeXXeNaTeIbHbIE peaKIuH, MPOKOHCYJIBTUPYHTECH C BPAUOM.
JlaHHast peKoMeHaIus paclpoCTPaHIeTCsS Ha JI00bIe BOZMOXKHBIE HEXKeNaTellbHbIe Peaklud, B
TOM 4YHUCJIE Ha HE IEpPEUHCICHHbIE B JIMCTKE-BKJIaAble. Bbl Takke MoOXKeTe COOOIUTH O
HEKENATENbHBIX PEaKIHUIX HaNpsSIMyl0 dYepe3 CHUCTeMY COOOIIEHHUH TroCyJapcTB — YICHOB
EBpasuiickoro sxonomuueckoro coro3a. Coob1as o HexenarelnbHbIX peakuusix, Bel momoraere
MONyYUTh OOJIbINIE CBEJCHH 0 0€30MacHOCTH IpenapaTa.

Poccuiickas @enepanns

OdenepasibHas CIy)0a M0 Ha30PY B cepe 3ApaBOOXpaHCHUS

Anpec: 109012, r. Mocksa, CrnaBsiHCKast miiomanip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexkTpoHHas noura: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMALMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «nTepHeT™:
https://www.roszdravnadzor.gov.ru/

PecnyGnuka Apmenus
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X , T. EpeBan, ip. Komuraca n. 49/5

Otnen MoHUTOpPUHTA 0€30TTACHOCTH JICKAPCTB

Tenedon: +374 10 20-05-05, +374 96 22-05-05

DnekTpoHHas moura: info@ampra.am, vigilance@pharm.am

CaiiT B nH(pOpMAIIMOHHO-TEJICKOMMYHHUKALIMOHHOM ceTH «HTepHeT»: http://www.pharm.am

Pecrry6nuka benapyce

PecniyOnukanckoe  yHutapHoe mpennpusitue  «lLleHTp 9KkcmepTM3 W UCHBITAaHUN B
3/IpaBOOXPAaHECHU

Anpec: 220037, r. Munck, nep. ToBapuiieckuii 2a

Otnen papmakoHaazopa

Tenedon: +375 17 242-00-29

DnekTpoHHas nmouta: repl@rceth.by

Caiit B nHGOPMAIIMOHHO-TEIEKOMMYHUKAaIIMOHHOM ceTn « MHTepHe™: https://rceth.by

Pecry6onuka Kazaxcran

PI'TI na IIXB «HammoHanbHbIA LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUX
u3nenuit» Komurera MemumuHCKOro #  (apManeBTUYECKOro KOHTpojsi MuHHCTepcTBa
3npaBooxpaneHus: Pecnyonuku Kazaxcran

Anpec: 010000, r. Actana, yn. A. Imanosa, 13

Tenedon: +7 7172 23-51-35

OnektponHas nmoura: pdlc@dari.kz

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHHUKAIMOHHOM ceTH «HTepHeT»: https://www.ndda.kz

Keipreisckas PecrryOnmka

JlemapraMeHT JIEKapCTBEHHBIX CPEACTB W MEIWIMHCKUX U3ICNUil npu  MHHUCTEpPCTBE
3apaBooxpanenust Keipreizckoii PecrryOnmkn

Anpec: 720044, r. bumkex, yi. 3-a Jlunus, 25

Tenedon: 0800 800-26-26

OnextponHas noura: pharm@dlsmi.kg

CaiiT B nH(pOpMAIMOHHO-TEJIEKOMMYHUKAIMOHHOM ceTH «HTepHeT»: http://www.dlsmi.kg

5. Xpanenue npenaparta Kianon®-J1 100

XpaHuTe mpenapar B HEJJOCTYITHOM JJIsl peOeHKa MecTe TakK, YT00bl peOEHOK HE MOT YBUJETD €T0.
He npumensiite npenapar rnocie UCTEYEHHUs CPOKA TOJHOCTH (CpOKa XpaHEHUs), YKa3aHHOIO Ha
OnmucTepe U KapTOHHOM nmauke rnocine «['ogeH 10:».

Jlaroii ncredeHus: cpoka rogHOCTH SIBJISIETCS MOCIEIHUM I€Hb JAHHOTO MECSA.

XpaHUTh B OPUTMHAJIIBHOM YIIaKOBKe IpH TemrepaType He Bbiiie 30 °C.

He BbIOpachiBaiiTe mpenaparT B KaHaJU3alUIO. YTOUHUTE Y pabOTHHMKA aNTeKu, Kak CIeayeT
YTHIIM3UPOBATh TpenapaT, KOTOPbIi Ooblie He MOoTpedyercs. DTH Mephl TO3BOJISAT 3AIIUTHTh
OKpPYXKaIoUIyIo Cpeny.

6. Coep:knMoe YNaKOBKHU U MIPoYMe CBeIeHUs

Ipenapat Kanon®-J1 100 coxepsxur

JleiicTByOIIMMU BEIIECTBAMH SBJISIOTCS METPOHUAA30JI U MUKOHA30]I.

Kaxxnas Tabnetka cogepxut 100 mr merponnaazona u 100 Mr MUKOHa3071a HUTpaTa.

[Ipouumu  uHrpenueHTamu  (BCIIOMOTaTENbHBIMM  BELIECTBAMH)  SIBISIOTCA:  HATpuUs
naypuicynb(ar, KpeMHHsI TUOKCH KOJIJIOMIHBIA O€3BOAHBIN, Maruus creapatr, moBuaoH-K30,
HaTpus TUAPOKapOOHAT, BUHHAs KHCIOTa, KapOOKCUMETWJIKpaxmal Harpus (tuma A),
KpOCHOBUIOH, runpoMesniosa 2910, 1akTo3bl MOHOTUAPAT.
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Bremnnn Bua npenaparta Kinon®-J1 100 u cogep:kumoe yniakoBKH
TabneTku BarMHaJIbHBIE.

JIBOSIKOBBINYKJIbIE TAOJIETKH OBAJIbHON (POPMBI C 3a0CTPEHHBIM KOHIIOM, MOYTH OEJIOro LBETa, C
rpaBupoBkoit “100” Ha 0JJHOI CTOpOHE.

ITo 10 TabneTok BarMHaNbHBIX B CTPUIIE U3 MATKOW alFOMUHHEBOMN (DOJIBIHU € MONUITUICHOBBIM
IIOKPBITHEM HA OJJTHOM CTOPOHE M JIAKMPOBAHHBIM ITOKPBITHEM Ha pyroi cropore. [lo 1 cTpumy
BMECTE C JIMCTKOM-BKJIAIbIIIEM TOMEIIAIOT B KAPTOHHYIO MauKy.

Jlep:kaTesib perHCTPALIMOHHOTO YA0CTOBEPEHUsI
Benrpus

OAOQO «I'eneon Puxtep»

Gedeon Richter Plc.

1103 Gyomroi st. 19-21, Budapest, Hungary

1. IlpousBoautens / Boimyckaommii KOHTPOJIb Ka4yecTBa:
OAOQO «I'eneon Puxtep»
1103 Bynanewr, yn. {émpéun, 19-21, Benrpus

2. lIpounsBoauTeib / Boinmyckawmuii KOHTPOJIb KayecTBa:
AO «I'EJEOH PUXTEP — PYC»
Poccus, MockoBckas 0611., ropojickoit okpyr Eropsesck, noc. llyBoe, yi. JlecHas, a. 40

3a aw060ii nH(popMauMeld 0 mpenapare, a Take B CJIy4asiX BOSHHUKHOBEHHS MpeTeH3uil
cjleayer o0pamiaTbcsi K MECTHOMY HpPeACTABUTENI0 JeprKaTesisi PerucTpauHoOHHOIO
YIOCTOBEpPEHHA:

Poccuiickas @enepanus

[pencraBurensctBo OAO «I'eneon Puxtep» (Benrpust) r. Mocksa
Anpec: 119049 r. Mocksa, 4-i1 JIoOpbIHUHCKHI TIEp., T0M 8
Tenedon: +7 495 987-15-55

OnektponHas nmoura: drugsafety@g-richter.ru

PecryOnmka Apmenust

IIpencraBurensctBo OAO «I'eneon Puxrtep» B PecniyOnuke ApmeHust
Anpec: 0010 r. Epesan, yn. 3aksna, 1. 2

Tenedon: +374 10 53-00-71

OnektponHas nmoura: drugsafety@gedeonrichter.am

Pecry6mnmka benapych

[IpencraBurensctBo OAO «I'eneon Puxtep» B Pecniy6iinke benapych
Anpec: 220004 r. Munck, nip. [To6enuteneit, nom 5, opuc 505
Tenedon, daxc: +375 17 272-64-87

Tenedon, dakc: +375 17 215-25-21

OnekrponHas nouta: drugsafety.by@gedeonrichter.eu

Pecrry6nuka Kazaxcran

[IpeacraButensctBo OAO «I'eneon Puxtep» B Pecriybnuke Kazaxcran
Anpec: 050008 r. Anmartsl, yi. Tose bu 187

Tenedon: +7 7272 58-26-22
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Keipreizckas PecyGnmka

[pencraBurensctBo OAO «I'eneon Puxtep» B Kbipreizckoit PecryOmnuke
Anpec: 720005 r. bumkek, yin. Urembepauena, 1 "A",

OousHec-1eHTp «ABpopay, opuc 703

Tenedon: +996 312 98-81-16

OnekrponHas nouta: drugsafety.ky@gedeonrichter.eu

JIMCTOK-BKJIABIII MEPECMOTPEH
IIpoune ucToOUYHUKU HHPOPMALMH

[ToxpoOHBIe cBenmeHus 0 Mmpemnapate coaepxkaTcs Ha BeO-caiite Coro3a https://eec.eacunion.org.
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