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OBLIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O HPEIIA‘F#A\ =

1. HAWMEHOBAHUE JIEKAPCTBEHHOI'O ITPEIIAPATA 7957 -201¢6
Canodansk® 250Mr TabieTKH, TOKPBITHE KHIIEYHOPACTBOPUMOI [IEHOUHOH 0001104KOR

Mecanasu

2. KAYUECTBEHHBIN 1 KOJJUYECTBEHHBIN COCTAB
2.1. O6mee onucanue
TabneTkn, MOKPHITHIE KUIIEYHOPACTBOPHMOH IUIEHOYHOM 00O0JIOUKOH, HEIo

HOBEPXHOCTHIO, 63 TPEIHH, OT MACIITHO-JKEITOrO I(BETA 1O [BETa OXPBL. | cor uAC?;
, ’ MHHVCTEPCTBOM 35

PECITYBITAKH BEJIAPYCE
., . : HHCTePCTE 3npa
2.2. KayecTBeHHbIN H KOJIHMYECTBEHHBIN coCTaB “P‘“‘“}“m 3} Wmub
Kaxnas tabneTka CONEpKUT: ot A »

() L ity
JIEHCTBYIONIEE BENIECTBO: Mecala3uH (S-aMUHOCAIUIMIIOBAs KucnoTa) — 250 MT;

BCITOMOTATeNbHBIE BEIECTBA C M3BECTHBIM ¢ deKToM: KapOoHaT HATpHs.

TlonupIil CIMCOK BCIIOMOTATENBHEIX BEIIECTB CM. B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku 250 Mr, HOKPBITHIE KUIIEYHOPACTBOPHUMOM IIJIEHOYHOM 000I0UKOH.

4. KIMHNYECKUE JAHHBIE
4.1. Iloxa3zaHusi K NpUMeEHEHHIO

- SI3BEHHBIN KOJHT: JIEYEHHE OCTPBIX IIPUCTYIIOB OOJIE3HHU M IIPEJOTBPALICHUE PELIUIMBA,;
- bosnezns Kpona: neueHne ocTppIX MPUCTYHOB OOJIE3HU.

4.2. Pexxum 103upoBaHuS U CIIOCO0 NPUMEHEHUS

B3pocble ¥ N0XHIbIE JIFOIH:

Jis jiedeHHs XpOHMYECKHX BOCHAIMTENBHBIX 3aboseBanuil xurneynuka (6osesns Kpona, si3BeHHBIH
KOJIAT) UCTIONB3yIoTCs Kak mpemapar Canodansk® Tabmerkm 250 mr, Tak u mpenapar Canodampk®
tabnerku 500 mr.

Ecnu nHeBHas no3a JeKapCTBEHHOTO IIperiapara MpeBhbINiaeT 1,5 r Mecanasuna, pEKOMEHIYETCs [IPUeM
npenapata Canodansk® tabnerkn 500 mr.

B 3aBHCHMOCTH OT CHMNITOMATHKHK OOJIE3HH B KayKAOM KOHKPCTHOM CJIyda€ PCKOMCH/I0BaHBI CIICTYIOIIINE
JHCBHBIC TO3BI:

bonesup Kpona SI3BeHHBINA KONMUT

Jleuenue ocTprIx JleueHue oCTpHIX IIpodunaxTuka

IIPUCTYIIOB 60Ne3HU IIPUCTYTIOB OOJIE3HH | PElUAUBA/ATUTENbHOE

: JIeYeHHe

Mecanazux 1,5r4,5r 1,5-30r 1,5t
(ne#cTByrOIIEE
BEIIECTBO) -
Canogansk® TabieTku ot 3x2 oT 3x2 3x2 ]
250 Mr 10 3x6 Jo 3x4 )
ety

Ha jaHHBI# MOMEHT UMeeTCS HEJOCTATOYHOE KOJIMYECTBO NAHHBIX O HasHaYeHuM mpenapara Canopaibk”
tabnetku 250 Mr ersM B Bo3pacte 6—18 nert.

ABOOXPAHEHNSA

BOOXpaneHnd
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ITpn oGocTpenusx: 103a ONPENEISECTCA HHANBHIYaTbHO, HaukHas oT 30—50 Mr Ha KT Macchl Teia B CyTKH,
pasjeneHHBIC Ha 103bl. MakcuMaibHas 103a COCTABIIAET 75 MI Ha KI' MAacchl Teja B cyTKH. O61mas 103a He
JOJDKHA IPEBBINATh MAKCUMAIBLHYIO JI03Y ISt B3POCIIBIX.

/st npefoTBpalIennst peunBa (I3BEHHBIH KOJINT): 11033 ONPENIEIISeTCS HHANBULYATBHO, HAYHHAS O
15-30 Mr Mecanasuna Ha KT MacChl Tena B CYTKH, pasieNeHHbIE Ha 103bL OGmas 103a HE JOJIKHA
TIPEBBINIATE MAKCUMANBHYIO 103y JUIS B3POCITBIX.

B nesom, netsm ¢ Maccoit Tena 1o 40 Kr HasHAYAETCS OJNOBHHA 03I JUIS B3POCIBIX, 4 JIETAM ¢ MAcCoil
Tesia 6osiee 40 Kr — HopMarnpHast 103a Ul B3POCTIBIX.

Criocob npuMeHeHus
[Ipenapar Canopanex® Ta6nerxu 250 mr CIETyeT NPUHUMATL YTPOM, B CEPEIMHE JHS U BEYEPOM, 3a 4ac
710 exibL. X cienyeT nporiaThiBaTh LENMKOM, HE Pa3KeBhIBasi, 3alHBAas GOTbIIAM KOJIHYECTBOM KXHIKOCTH.

ITpuem npenapara Canodansx® Tabnerkn 250 Mr 10J%eH OBITH PETYJISAPHBIM B CHCTEMaTHYECKUM KaK BO
BpeMs 060CTpenust O0JIe3HH, TaK U B TCUCHHE [UTUTENHHOTO JIEYEHHUs, ITOCKONBKY TONBKO B TaKOM CJIyyae
MOJHO NOOUTBCS HONOXUTENEHOTO Pe3yIIbTaTa.
JlnatensHOCTS TeYeHUs Ha3HAYAET Bpay.

O st POGHIAKTHKH PELUANBA 103y OOBIMHO MOKHO CHH3UTD 1o 1,5 r MecanasuHa B jieHb (B3pOCIIbIC 1
IIOPOCTKHM ¢ Maccoi Tenna 6omee 40 xr) u 0,75 r MecanasuHa B IeHp (NeTH K TOIPOCTKH).

4.3. IIpornBonoxkasanus

IIperniapar Canodanbsk® tabnetku 250 Mr He M0JKEH HA3HAYATHCS MalMeHTaM C:
-THICPYYBCTBUTCIIBHOCTRIO K JIEHCTBYIOIIEMY BEUIECTBY, CalMIMIaTaM WM K mobomy w3
BCIIOMOTATENIbHBIX BEIIECTB, IIEPEUUCICHHBIX B pasjeie 6.1;

-TSDKEJION TUCQYHKIMEH NEYEeHH WITH MTOYeEK. '

4.4. Ocobr1e ykazaHust U MepbI NPENOCTOPOKHOCTH IIPH IIPUMEHECHUH

[lo ycmoTpennio Bpaua mepen HawanoM JleYeHHS W B TEUYCHHE JICUCHES JOJDKHEBI IIPOBOJUTECS AHAJIH3

KpoBH (aHaIU3 KPOBH C Mu(dEpPEHIHPOBAHHBIM OJCHETOM JIEAKOLUTOB), ONpENEeHHE TTOKa3aTelei

QYHKIMOHATIEHOTO COCTOSHMS TEHYCHH, TaKHe Kak ypoBHU (epmenToB AJIT umu ACT, CoJepXXaHue

KpeaTHHUHA B [1a3M€ KPOBH, U aHAIU3 MOYH (TECTOBBIE MONOCKH). Pexomennyercs npoBonuth nanHble

UCCIICN0BaHMs Yepe3 14 queif mocie Hayana NedeHus U 3aTteM 2—3 pasa ¢ HHTEpBaJIOM B 4 Hexemu.

Ecnu nmony4eHHbIe pe3yapTaTsl COOTBETCTBYIOT HOPMaM 3HAUEHUH, TOT/ia JOCTATOYHO IPOBOUTH JAHHbIC

aHaJIM3bl KaXJbIE TpU Mecana. Eciu mosBisgroTcs HOmoNHATE b HEIE MPOSBIEHUS 3a00NIEBaHHUS, CIeayeT
! HEMEJUTEHHO TIPOBECTH JOIONHUTETBHbIE HCCIIEIOBAHUS.

Hcrionp308aTh ¢ 0CTOPOXKHOCTBIO MPH JIEUCHUH NIAIHEHTOB CO CHIBKEHHO! pyHKIMEH TeYyeHn.

Ilpenapar Canodanex® tabretku 250 mMr me CJIICAYCT HMCIOJIb30BaTh IPU JICYEHUH MAlHEHTOR CO

CHIDKCHHOM (yHKIMeH mouek. Ecinu Bo Bpems leuenus TIPOM30U/ET CHIDKEHHE (yHKIMH [T0YeK, crenyer

IIPEATIOJIONHUTE HATHYHE HEPPOTOKCUIHOCTH, CBSI3AHHOM C MECATA3HHOM.

Coobmanocs o cnyyasx HeppoIUTHA3A ¢ HCIIONB30BAHHEM Mecanasuhna, BKIIOYas KAaMHH C COJlepPKaHueM

mesanasuHa 100%. Pexomenayercs obecneunTts anexkBaTHOR TIOTPEOIICHUE KUAKOCTH BO BPEMSI JICUSHHUS,

Heobxoxumo BHUMaTenbHOE HAGMIONCHNE 32 NALHEHTAMH © PaccTpoUCTBaAMM IBIXATENILHON CHCTEMBbI, B

OCOOCHHOCTH ¢ BPOHXHALHOM aCTMOIA, Ipyu Ha3HavyeHnH npenapara Canodansk® tabnerku 250 mr.

Tsbxesbie KOKHBIE HEXeNATeNbHbIE PeaKIuu

Coo0Mmanoch 0 MOABNCHUM TKENBIX KOXHBIX HEXETATeTbHbIX peaxiuit (TKHP), Biotouas cummpom

Crusenca -—- Jhxoncona (CCJI) u Tokcuueckuit sruaepmManbHbid Hekponus (TOH), B cBsi3y ¢ nevennem

MecaTasHoM. CIefyeT OTMEHHUTD TIPHEM MecalasuHa IPU IePBOM MOABICHUH IIPU3HAKOB U CUMIITOMOB

TSDKEIIBIX KOXHBIX PEaKIMi, HAIIPUMED, KOXKHOH CBINH, HOBPEXIEHHH CITU3UCTBIX 060N0YEK MK JHOGhIX

JApYTUX NPU3HAKOB I'UIIEPUYBCTBHUTEILHOCTH.

Jleuenve manueHTOB ¢ M3BECTHOIA THIICPYIYBCTBUICHRHOCTRIO K [pellapaTaM, COJCpIKaliM

cynpdacanazvH, MOXHO HAYMHA \ &{LIM MEIULIMHCKUM HaOmoznenuem. [lpu
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[OSIBJICHWM CUMIITOMOB OCTPOH HENEPEHOCHUMOCTH, TAKHX KaK CIa3MEI, OCTpas 60Jb B 06JacTH XKHUBOTA,
JINXOPAJIKa, CUITHHBIE TOTIOBHBIE GOMM U CHUIbL HA KOXE, JICYEHHE JIOJDKHO GBITh IIPEKPalieHo HeMeUICHHO.
[Ipumeuanue:

B penkux ciydasx y DanMeHTOB, NONBEPIIIMXCS PE3EKIMM KHUIICYHMKA M XHPYPrUYECKOMY
BO3ACHCTBUIO HA  KHIIEYHHK B  [OJB3J0MIHO-CICTIOKUINEYHOH (nneonexkanbHOM)  obnacty,
CONIPOBOXXAABIUEMYCS yAJICHHEM 3aCJIOHKH OOONOYHOH KHIIKH, HaGMONATIOCH BHIBEICHHE CO CTYJIOM
HepacTBOpUBLINXCS Tabnerok mnpemapara Canodansk® Tabnerku 250 MI, 9YTO BBI3BAHO CIIMIIKOM
KOPOTKHM BPEMEHEM MPOXOKIACHUS KUAILIEYHUKA.

B onuoit Tabnerke npenapara Canodansk® Tabnerku 250 mr conepxutcst 2,1 mmonn (48 mr) narpust. Jro
HEOOXOMMMO YYMTHIBATH IIPM HA3HAYEHWM IIALHCHTAM, NONYy4aIoOUM  JIMETY C OrPaHHYECHHBIM
KOJIMYECTBOM HaTpHs (HU3KOCOJIEBYIO).

4.5. B3aumozeiicTBre ¢ APYTHMM JIEKAPCTBEHHLIME NpenapaTamMu v Ipyrue BUALI B3aHMOXEHCTBHSI

CriennaneHbIX NCCIENOBAHMI B3AMMONEHCTBHS He IPOBOIUITOC.

CrteltyeT yunThIBaTh BEPOSITHOCTh YCHIICHHS TO/ABIIAIONIEr0 NeHCTRHS a3aTHOIPHHA, 6-MEPKaITOypUHA

I THOTYaHHHA Ha KOCTHBIH MOS3T [IPH JIEYCHHH IPH OHOBPEMEHHOM [IPUMEHEHMH npenapara

Canodansk® tabnerku 250 mr.

CymecTByIOT ciabbie JOKa3aTeNbCTBA TOTO, YTO MECATAZHH MOKET YMEHBIIUTE 3Q(EKT aHTHKOATyJISHTA
_ BapdapuHa.

|
/

4.6. ®epTHALHOCTH, G€PEMEHHOCTD U JAKTALUS

bepemeHHOCTE

Ha nanHbIH MOMEHT UMeeTCs HENOCTATOYHOE KOHIECTBO AaHHBIX O Ha3Ha4eHuH npenapara Canodansx®
tabnetkn 250 Mr GepemeHHBM. TeM He MEHEe, He HabIONANOCh HHUKAKHX HETaTUBHBIX 5¢dexros Ha
OepEMEHHOCTh WM 370pOBbE IUIONA M HOBOpOXZIEHHOro. Ha naHuemi MoMenT kakas-nu6o npoyast
SIHIEMHONIOTHYECKas HHPOpManua OTCyTcTBYeT. MMeeTcs omuu Clyya# OTkasa (YHKIMH mouek y
HOBOPOXICHHOTO, POAHUBIIETOCS Y JKEHIIMHEI, JOIr0e BPEMS IOJNYIARITEH BEICOKHE JIO3BI MEcalla3uHa B
TeueHue OepeMeHHOCTH (2—4 T B J1eHb IEPOPANIBHO).

Hccnenosanust mepopansroro myte  BRemeHus M€Cajla3uHa, TNpPOBOJUMBIE Ha JKMBOTHBIX, He
[IPOAEMOHCTPUPOBANIM HUKAKUX IIPSMBIX MM KOCBEHHBIX ITOGOYHEIX > dexToB Ha recrammo, pazsuTHe
3MOPHOHA/IITONA, POMBI K OCTHATATBHOE PA3BHTHE.

Hpenapar Canodansx® tabnetsu 250 mr CIICAYeT Ha3HAYAaTh BO BPEMs OEPEMEHHOCTH TOJBKO B TOM
CllyHae, CCIl OXuaaemas Noib3a MPEeBbIAeT IOTEHITUATBHBI PHCK.

Kopmienue rpyaeio
C IpyZHBIM MOJIOKOM CeKpeTHpyeTcs N-auertni-5-amMuHOCaMUIIIOBasS KHCIOTA M MaJible KOJIMYECTBA
' Mecanasnna. Ha Hactosmmit MomeHT OIIBIT HCTOIb30BAHUS MeCalla3uHa BO BPeMsS KOPMIICHHS IPYIbIO
OCHb OrpaHu4eH. Herb3s HCKIIOUNTD paseuTHe peaximit TUIIEPIYBCTBUTEILHOCTH Y MIIAJIEHIEB, OJ(HUM
3 [POSIBICHUH KOTOPBIX MOXET OBITh muapest. Takum obpasom, npemapar Canodansk® rabnerxn 250 mr
CACNYCT Ha3sHA4YaTh BO BPEMS KOPMIICHHS IPYIBIO TOILKO B TOM ClIy4ae, €CliM OXuJaeMas MoJn3a
UPCBRIIACT IIOTCHUHANBHBIN pUCK. Ecnu y pebenxa Haumercs Auapes, KOPMJICHHE TPYIBIO Cleyer
IPEKPATUTE.

4.7. Bansinne Ha cr1oco6HOCTH YyHpaBisTh TPAHCIIOPTHLIMH CPECTBAMM B PaboTaTh ¢
MeXaHH3MaMH

Hcnons3oBanue npenapara Canodansk® tabnerku 250 mr MO0 He OKa3BIBAET BIUSHUE, MO0 OKa3bIBaET
HE3HAYHTCIIPHOC BIMAHUE Ha CIIOCOOHOCTD BOIUTH aBTOMOGUIID 1 YIPABJIATH CIIOXKHOU TEXHUKOIH.

4.8. HexenaTenHble peaknun

Ilono6Ho BceM leKapCTBEHHBIM npenaparamM  Canodanek® Tabierku 250 MT MOXET BBI3LIBATL
HEMCATCIIBHBIC PeaKINK, OXHAKO OHM BOSHHKAIOT He y BeeX. MHPOpPMAITHS 0 HeKeaTeNbHbIX 1060UILIX
PCAKIHAX U3I0KCHA B COOTBETCTBHH C CHCTEMHO-OPTaHHOM KJlaccu(yuKaIel i 9acToTOi BCTPE4acMOCTH.
Kareropuu 4acToTsl: oyeHp vacT T ig’@m()zgg< 1 /}b), Hewacto (=1/1000, Ho <1/100), peaxo
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(=1/10000, o <1/1000), ouens pemxo (<1/10000), yacrora HEU3BECTHA (MCXO01151 U3 UMEIOTIHXCS JIAHHbIX,

4acTOTy BOSHHKHOBCHUA OIIPECACIHTD H€B03M0>KHO).

B cBa3u ¢ ipumercHuemM Mecanasuna GhUIM 3apErMCTPUPOBARBI CIIEAYIONIHE TTOBOIHBIE addexTrr:

Cucrema opraHos/
oprau/ kareropus

YacTtoTa B COOTBETCTBUU C MCIOHUHHCKUM CJIOBApEM HOpMaTI/lBHO-ﬂpaBOBOﬁ OEeATCIILHOCTH

Yacro Heuacrto Penxo (>1/10 000, OueHs penko Heussecrubiii
(=1/100; (=1/1 000; <1/100) <1/1 000) (<1/10 000) (HEeBO3MOXKHO
<1/10) OLIEHUTH 110
HMEIOILUMCS
NIAHHBIM)
Hapyuwenus co U3menenus
CTOPOHBI bopmMynb kposu
KPOBEHOCHOM 1 (aracrudeckas
IuMbaTrueckoi aHeMus,
cHcTEM arpaHyJouuTos,
TTARLMTONEHN,
HeHTponeHus,
NEeHKONEeHHS,
TpomGouuToneHus) o
Hapyenus co FonosHele FonoBokpyxenus [Mepudepuueckue
CTOPOHBI HEPBHOIA 6onu Hedponartuu
CHCTEMBI L
Hapywenus co Muokapaur,
CTOPOHBI CEpPAEUHO- NepUKapANT
COCYAUCTOMN
CHCTEMBI L
Hapywenns co Anneprudeckue u
CTOPOHBI Gubposnsle
pecnupaTopHOTO JIETOYHbIE peakuun
TpakTa u (BKIOYAs onbIIKY,
CpelloCTeHuUS Kallieb,
6poHxocnazwm,
AJIbBEOJINT,
JIETOYHYIO
303uHOGUNMIO,
MHOUIBTPALMIO
NIETKUX, MHEBMOHUT)
Hapymenns co bounu B obmactu -
CTOPOHBI YKUBOTA, AUapes,
ey J04HO- B3I[yTHE, TOLLIHOTA U
KMIIEYHOTO TPaKTa pBOTa, OCTpBI
L [IAHKpeaTHuT
Hapyuenns co Huchynkums noyex, Hedponuruas *
CTOPOHBI MOYeK BKJIIOYast OCTPLIH 1
XpOHHYECKU
HHTEPCTULIMAIILHB
HepuT K noyeuHylo
HEJ0CTaTOYHOCTh o
Hapywenus co DoTo4yBCTBHTENB- | Asoneims Cunnpom
CTOPOHbI KOXH M HOCTb (MOBbLIILEHHAS | (BbIMAfEHME Bonoc) | Crusenca ——
NOAKOMXHO- YYBCTBUTENLHOCTh Jlxokcona
KHUPOBOH KOXH K CBeTy) (CCm),
KJIETYaTKH TOKCHYECKMT

AMUAEPMATbHBI
# HekpoJiu3

(T3H)

HapymeHus co

CTOPOHBI CKEJIETHO-
MBILLIEYHO I

CHCTEMbI 1 .

Aptpanrus

Muanrus
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COENMHUTENBHOM :
TKaHH
Hapywenns co Peakuuu
CTOPOHBI TUIEPYYBCTBUTE b~
UMMYHHOM HOCTH, TaKHE Kak
CUCTEMBI ajepruyeckas
3K3aHTEMA,
MeINKaMEHTO3Has
JIMXopajka,
CUHAPOM
MEIMKaMEHTO3HOM
KPaCcHO BOJIYaHKH,
NaHKOJIUT B
Hapymuenns co XonecTaTHueckuii rernaTur
CTOPOHBI NEYEHHU U renaTur
K€TYEBBIBOIALIUX
nytei v
O6ume CnabocTs,
_paccTpoiicTsa YTOMJISIEMOCTh n
Hapyuienns co H3meHeHus
CTOPOHBI NEYCHH U YHKIHOHATTLHBIX
KEJTUYEBBIBOASALIIUX ITapaMeTpOB MEYEHHU
~—{ nytei (noBblIIeHHE YPOBHS
K TpaHCaMuHa3 U
rnapameTpoB
XoJiecrasa),
U3MEHEHME YPOBHSA
tepmenToB
MOKENTY NOYHOH
Keressl (nunasa u
aMua3a yBeJU4eHsl),
KOJIMYECTBO
303UHO(UNOB
YBEJIUUEHO
Hapywenns co OnurocnepMus
CTOPOHBI (obparumas)
PENpORyKTUBHOM
CHCTEMBI

* Cum. Pazgen Meps! ipeiocToposxHOCTH U1 TOJTYHYEHHS JIOMONHUTENBHOM HHGOpMALHH.

Coob1manocs 0 MOSBIEHUH TSKEIBIX KOMKHBIX HexenatepHbIX peakmuit (TKHP), Briodas cunnpom
,}CmBeHca — JIxoncona (CCJ]) u Tokcuueckuit SMUACpMaNbHbIM Hekponu3 (TOH), B cBs3u ¢ neveruem
~ MECAIA3HHOM (CM. pasfien Mepsl IIPEAOCTOPOXKHOCTH).

DOTOUYBCTBATENBHOCTS (IIOBBIIIEHHAS YyBCTBATETBHOCTD KOKH K CBETY)

Coobmanock 0 60Jee TIKEIBIX PCaKkmusX y MalMEeHTOB ¢ TAKUMH (HOHOBBIMH KOJKHBIMHU 3ab0JIeBaAHUSIMH
Kax aTONMMYECKUH AEPMATHT U aTOMHYECKas dK3eMA.

Coobuienue o nexcenamenvhoix peakyusnx

Baxmuo coobmars 0 10103peBaeMbIX HeXeNaTeIbHbIX PCaKIUAX IOCNIE PETHCTPALMH JIEKAPCTBEHHOTO
lpenapara € LENbI0 OOECHECYEHHs HEIPEphIBHOTO MOHHTOPHHIA COOTHOIICHHS «IONB3A - PHCK»
JICKapCTBCHHOT0  npenapata. MeaunuHckuM paGoTHHKaM PEKOMEHMyeTCd coo0ImaTh 0 JOGBIX
HIO/I03peBACMBIX HEIKCIATCIBHBIX PEAKIMAX JICKAPCTBEHHOTO IIpenapaTa yepes HAITMOHAILHYIO CHCTEMY
COODOUICHHS 0 HEXKEITATENBHBIX PEAKIIHSX.

4.9. IlepexozupoBka

CymiecTBYIOT O4Y€Hb OrpaHMYEHHbBIE CBENCHHA O [ICPEIO3UPOBKE, MCCANIAZHHA (HampyMep, I[pu Lpueme

BHYTPh BBICOKHX 103 C CYULHIAILHOMN ui,—m:mé S0Tgphie He; YK HBAIOT Ha HepO- WM TeNnaTOTOKCHYHOCTh
bl e s
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npenapara. Cnenmuduyeckoro aHTHAOTA He W3BECTHO. JleueHwWe SBISETCS CUMITOMAIHYECKHM U
NOJUIEP)KHABAIOIIAM. g

5. PAPMAKOJIOTHYECKUE CBOVICTBA 7957 -2018
5.1. ®apmMakoaAMHAMHYECKHE CBOMCTBA i

Papmaxomepanesmuyeckas epynna; Kuilieunsle IPpOTHBOBOCTIATUTETHHBIC CpelCcTBa.
AMHHOCAIMITHIIOBAS KUCIIOTA U €€ aHAJIOTH.

Koo ATX: AOTECO02

MexanusM — NPOTHBOBOCTIAIMTENRHOTO  AeicTBMA — HemsBecten.  Mccnmemosamus  in vitro
IIPOAICMOHCTPHPOBAIIH, ITO, BO3MOXHO, POJIb HTPAECT MHIHOMPOBAaHUE (PEPMEHTA JIUIIOKCUTEHA3,
Takxe ObUIO TIPOAEMOHCTPHPOBAHO BO3ACHCTBHE Ha KOHICHTPpAllUM MpPOCTAIVIaHAMHA B CIM3UCTOMN
oboJouke KuievHnKa. Mecanasus (5-aMHHOCATHIMIOBAS KHCIIOTa / 5-ACK) MoeT TakKe BBICTYIIATS B
Ka4eCTBC JIOBYIIKA PAIMKATIOB aKTUBHBIX COEMHEHUH KUCIOpoIa.
IIpn nonanamnu B mpocBeT KUINEYHMKA MPHHSTHIH NICPOPANEHO MecalasMH o6nagaer, B OCHOBHOM,
MECTHBIM 3(h(}EKTOM Ha CIH3HCTYI0 KMIIEYHYIO 060JI0YKY ¥ HOJIC/IM3HCTHIE TKAHH. [MosTomy Baxra
s¢dexTHBHasL 0CTaBKA MecaNasHHa B BOCHAICHHBIE 0OACTH KHIIETHIKA., Cucremnas GuomocTynaocTs /
KOHICHTPALIKA B [17Ia3M€ KPOBH HE UMEIOT CYIIECTBEHHOTO BIIMSHUS HA TEPANICBTHYECKYIO 3P (PEKTUBHOCTD,
HO IIOMOTalOT OHEHHUTh 6e30macHOCTh. J[JI1 COOTBETCTBHS NAHHBIM KPUTCPHAM TaOJIETKH HOKPBITHI
" Oynparutom JI, uto memaer mx KUINETHOPACTBOPUMBIMH, TaK YTO BBICBOGOXKIEHME JIEKAPCTBEHHOIO
BeIIeCTBa 3aBUCHT OT pH cpenpl.

5.2 PapmMakoKHHETHYECKHE CBOHCTBA
O6me cBolicTBa Mecanasuna
Beacwvisanue
Mecanasun scacsiBaetcs HauGonee 53¢ peKTHBHO B IPOKCHMATIbHBIX OTAENIaX U HauMeHee dPPEKTHBHO B
JMHACTAIBHBIX OTAEAX KUIICUHUKA.
buompancgopmayus
Mecanasus momsepraercst mpecucreMHOMY METab0IM3My C O6pasOBaHHEM HEaKTHBHOM N-ameTui-5-
aMUHOCATMIHIOBOH KUCIOTHI (N-Au-5-ACK) Kak B CIM3HCTON 000JI0YKE KHUINEYHUKA, TAK U B [ICUCHH.
[o-BuAMMOMY, alleTHIIMPOBAHKE HE 3ABHCHT OT henoTHma anetnmposanus 6omsHOr0. YacTs Mecana3uHa
TAKXKC AUCTUIUPYETCsI GAKTEPUAMHU TOJICTOTO Kumeynuka. C Gekamu CBA3BIBAIOTCA 43 % Mecanasuna u
78 % N-An-5-ACK.
Buigeoenue/sxckpeyus
Mecaasun u ero merabonnt N-An-5-ACK Bhime/smotes ¢ SKCKpeMeHTaMHu (OoJIblast YyacTh), OYKaMu
- (xommaectBO Bapbupyer oT 20 10 50 % B 33aBHCUMOCTH OT TIyTH BBENCHHS, JICKAPCTBEHHOW (GOPMBI U
/ MexaHu3Ma BEICBOGOXIEHHS ACHCTBYIONIETO BENIECTBA) U BMECTE C KETUBIO (Menbmas yacte). [loukamu
BRIICIACTCS B OCHOBHOM B BuIe N-An-5-ACK. Ipubnusurensuo 1 % mno3br IIPUHATOH IIEPOPATIBHO J03bI
Mecallasiia BRIICIACTCS ¢ TPYAHBIM MOJIOKOM, B OCHOBHOM B BHje N-Ar-5-ACK.

Creyupuueckue ocobennocmu npenapama Canodanox® mabjaemru 250 me

Pacnpeodenenue

KombunupoBanHoe (hapmMaxocuuHTHr padhHYeCKOe/PapMaKOKHHETHUECKOE HCCIIEZIOBAHHUE
IPOACMOHCTPUPOBANIO, YTO IpPH MPHEME C MHINCH (IpoGHBI 3aBTpaK) TabNeTKH, MOKpPHITHIC
KUIICTHOPACTBOPUMOH IIEHOYHOH 060M04KOM, pacTBOpsoTCS NpUOIM3UTENEHO Yepe3 3-4 vaca B
MOAB3NOWHOH  kuiuke. CpejHee Bpems 5BaKyanuu XKEJIYNOYHOT'0  CONEPKHMMOIO  COCTABHIIIO
npuOmm3uTeNBHO 3 yaca. Ilocie MpU6IM3HTENBEHO 7 YaCOB TaGIeTKH AOCTHI'JI TOJICTOM KUILIKH.

B mociemyromem mccneposammm ¢ mpuBredeHmeM NOOpOBONBIIEB, BpeMs 9JBaKyalud W3
ABCHAANATHUIICPCTHOH KHIIKA B MOAB3IONIHYIO COCTABUIIO NPUOIH3UTENBHO 3 _4ac +IPHYEM HAUBRHICIIAS
xonnenTpanus 5-ACK B npocsere kumeynuka 6buia ! 201 I10CJIE COBMECTHOIO
npremMa TabJIeTOK ¢ NpobHbIM 3aBTpakoM. [Tpubnuspren %, ;szsmﬁmeféa'ffé@ﬁﬁ’aQHOCTnrnn TOJICTOTO
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BricBoboxKneHue Mecanasuna u3 npenapara Canodanek® tabretk 250 mr HaYMHaETCA 110cne Jar-(asp

JUTUTENIFHOCTRIO NpuOnu3nuTensHo 3—4 yaca. Hausbiciias KOHIICHTpanus B IUIa3M€ KPOBH JNOCTUTAETCS
yepe3 NpUOIM3HTENHHO S 4acoB (B 06aCTH MOAB3MOMIHON KHIIKK) 4 Ipu BBexenun 500 Mr Mecaasuna
TpH pasa B AeHb (3 X 2 TabneTku npenapara Canodansk Tabnerkn 250 MT) IIPH YCIIOBUH YCTAHOBUBIIETOCS
PaBHOBECHSI COCTABIISAET 2,1+ 1,7 MKI/MIT [UIS Mecala3uHa U’ 2,8+1,7 MKr/™M1 st ero Mmetabonura, N-An-
5-ACK.

Buvigeoenue

IIpu ANMTENTBHOM JIEYEHHH C HCIIONB30BAHUEM npenapara Canodansk® tabnetku 250 mr, IIPH CYTOYHOM
noze 500 Mr MecanasuHa Tpu pasa B KieHb (IpH YCJIOBHH YCTAHOBHUBILCIOCS PABHOBECHS) CyMMapHas
CKOPOCTE BEIBEACHHUA NTOYKaMu MecanazuHa U N-An-5-ACK cocrasma IpUOJM3UTENHHO 55 % (3HaueHue,
TIOTy4CHHOE B TeYeHHE 24 4acOB IOCIE BBENEHMS MOCIIEIHE no3bl). Jlons HeMeTaGoNM3MPOBAHHOTO
MeCajlasnta CoCTaBwiIa NpuOIM3UTENsHO 5 %. Bpemst monmyBbiBeseHHs cocraiser 0,7-2,4 w4aca (B
cpenHem 1,4+0,6 4.) mpu npumererun 500 Mr Mecanasuna TPH pa3a B JI€Hb.

5.3. JlaHHbIe JOKAMHIYECKOI §e30MaACHOCTH

JoxnnHuyeckne paHuble w3 CTaHAApTHBIX HCCIECHOBaHUH  (hapMaKoNOTHUeCKOi 6e3omacHocTH,
TCHOTOKCHYHOCTH, KaHIEPOTEHHOCTH (Y KpBIC) IPH PENIPONYKTUBHON TOKCHYHOCTH HE BBISBHIIM KAKOMH-
71160 0co60i OITACHOCTH /IS YeSIOBEKaA. _

JB HCCIIENOBAHUSAX TOKCHYHOCTH [IpA MHOTOKpaTHOM BBEACHHMH OpPAabHO BBICOKHX 03 MECAJIA3MHA
~ HabJIroAIach HEPPOTOKCUYHOCTD (MenymnApHEIA  Hekpo3 moukm u IIOBPEXICHUE  SIUTEITHS
[IPOKCUMANBbHOTO HM3BHTOTO IIOYEYHOrO KAHAJBIA MM BCEro Hedpona). Kinuanueckoe 3Hauenme
TOJIyYEHHBIX TaHHBIX HESCHO.

6. PAPMAINEBTUYECKHE CBOMICTBA

6.1. Ilepeuenns BenomoraTebHBIX BEINECTB

HaTpus XKapOOHAT Ge3BOJHBIN, TIHIMH, TOBHIOH (K 25), uenmonosa MHUKPOKPHCTAITAYECKAs!, KPEMHUSI
AMOKCHA  KOJUIOWIHBIA O€3BOIHBIN, KaNblHs cTeapar, TUIIPOMEIIO3a, METaKPHIIOBOH KHCIIOThI
MeTHIMeTakpuiara cononumep (1:1) (Syaparur L100), Makporon 6000, Tanek, THTaHa JHOKCHT (E171),
xemesa oxeun xenteidt (E172), ocHorHOIM OyTHiIMeTakpunara comonumep (Dyaparut E).

6.2. HecoBmecTnmocTD 5 O
[ $OF e ®IE
Henpuronuerii. I

6.3. Cpoxk rognoctn : Z s
-. Cpok ronnoctw 3 ropa. o

6.4. Ocodble mepnI NpeI0CTOPOKHOCTH IPH XPAHEHHH
XpaHWTE B 3aIIMIIEHHOM OT CBETA MECTe IIpH TEMIIepaType He BoIuIe 25 °C.
XpaHUTE B HEXOCTYIIHOM [UISL IETEH MecTe.

6.5. Xapakrep u coxep:xanue YHOaKoBKH

Tabnerkn 250 Mr, nokpeIThIe KHIMEIHOPACTBOPUMOH IICHOYHOH 060J109K0#; 10 10 TabieTok B Bnucrep
u3 amomubus/[IBX/TIBAX; mo 5 wmm 10 bmucrepos BMecTe ¢ mHCTPYKIMEH 10 IPHMEHEHHIO B 11a4Ky
KapTOHHYIO.

6.6. OcoOble MephI MPENOCTOPOXKHOCTH NPH YHHYTOKEHHH WCHOJIb30BAHHOIO JIEKAPCTBCHHOI'0
Tpenapara Wik 0TX0X0B, MOy YEHHBIX 0CJe IPHMEHEHHS] JICKapCTBEHHOT0 NpenapaTa uiu paboTel
¢ HUM

Huxaxux 0cobrix TpeGopanmii.

7. AIEPXKATEJIb PEI UCTPAIIMUOHHOI'O YIOCTOBEPEHUS U ITPOU3BOIUTEJIL
Hp. ®ansx Gapma I'm6X
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7.1 HPEAJCTABUTEJIb XEPYKATEJISI PETUCTPALIUOHHOI'O YIOCTOBEPEHUS
Hpencraurenscrso AO "Alpen Pharma AG" B Pecniy6iuxe Benapych

220053, r. Munck, yn. ITapxomenko 3, oduc 15

Ten/axc: (+375 17) 3530644

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S
1207/95/2000/05/08/10/16

9. IATA IEPBUYHOW PETUCTPALINU (IIOATBEPKJIEHUA PETUCTPALIAN)
Hara nepsuunoit perucrpamuu: 06.06.1995
HonTeepsxnenus peructpamuu: 23.03.2016

10. YCJIOBMSI OTITYCKA U3 AIITEK
ITo penenty Bpaya.

" 11. JATA IEPECMOTPA TEKCTA
Maii 2021 r.
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1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA
Canopansk® 500MT TabIeTKH, IOKPHITHIE KMIIEIHOPACTBOPHMON IIIEHOYHON 000/I0UKOH

0FJ§ACGBA§’§0~ ‘
MH H’vxé(':rEPcmom AMPABOOAPAHEHM
R R oY BITMEN BENAPYCD

Tipuxas M;.tu*?}s?'r g oS Jsznri-;)d‘:f:-péﬁ‘“q
2. KAYECTBEHHBII ¥ KOJTMYECTBEHHBIN COCTAB B S
2.1. O6mee onucanue e e

Ta6neTKH, HOKPHIThIE KMITEYHOPACTBOPUMOI INIEHOYHOH 000I04KO#H, HETIOJIMPOBAHHBIE, C POBHOK
IOBEPXHOCTHIO, 6€3 TPEIUH, OT MACIITHO-XKEJITOTO IIBETA 10 IIBETA OXPBI.

Mecana3uH

aT

2.2. KauecTBeHHbIi H KOJTHYECTBEHHBIH COCTAB

Kaxmas TabieTka CONEPKHUT:

IefiCTBYIOIIEE BEMECTBO: MecalasH (5-aMHHOCANUIMIIOBas Kucnota) — 500 mr;
BCIIOMOTATEJIbHbIE BEIECTBA C U3BECTHBIM 3 dexToM: KapOoHaT HATPHS.

[ToJIHBIH CITCOK BCIIOMOTaTEIbHBIX BEIIECTB CM. B pasziene 6.1.

3. JEKAPCTBEHHASI ®OPMA
Ta6netku 500 MT, TOKPBITHIE KALIEYHOPACTBOPUMOH TIIIEHOUHOH 000JI0UKOH.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3zaHusi K IPUMEHEHHIO

- SI3BeHHBII KOJINT: JIEYEHHE OCTPHIX MPUCTYTIOB OOJIE3HH U NPEIOTBPAICHAE PEIIUINBA;
- Bones3ns KpoHa: jieueHre OCTPHIX IPUCTYHOB OOIE3HH.

4.2. PexxuM 103MPOBAHHSA H CIIOCO0 IPHMEHEHHS

B3pociibie ¥ MOKUIIBIE JIFOJIN:

B 3aBHCHMOCTH OT CUMIITOMATHUKH OOJIE3HH B KOXKJAOM KOHKPETHOM ClIy4ac peKOMEH/IOBaHbI CICAYIOIIHE
JTHEBHBIE JIO3BL:

Bonesus Kpona SI3BEHHBIIN KOJIUT
Jleuenue octpeix | Jleuenue octpeix | [IpodunakTuka
IPUCTYIIOB OOJIE3HU HPUCTYIIOB GOJIE3HH | PELHIMBA/TIUTEILHOE
JICYCHUE
Mecana3ud 1,5r4,5r 1,5r-3,0r 1,5r
(meficTByromiee
BEIIECTBO)
Canopansk’ TabneTkn ot 3x1 ot 3x1 3x1
500 mr, TIOKPBITHIE 1o 3x3 10 3x2
KHIIIEYHOPACTBOPHUMOM
IUIEHOYHOM 000JI0YKOHI

CTH
Ha pagHelli MOMEHT HMMEETCS HEOOCTAaTOYHOC KOJIWYECTBO JAaHHBIX O Ha3zHA4YCHHUHU IIpfliapara

CaHO(baJILK® tabnerku 500 Mr aeTsM B Bo3pacte 6—18 JieT.

Hetu 6 neT u crapiie
IIpu oGocTpeHHsX: 1032 ONpPENESETCS WHIWBHAYAIbHO, HAYMHAL OT 30-50 Mr Ha Kr maccel Tejia B
CYTKH, pa3Jie/leHHble Ha 103bl. MaKCHMasbHas 1103a COCTABIISICT 75 MI' Ha KI' MacChl T€Na B CYTKH. O6mas

J103a HE JOJDKHA IIPEBRINIATh MAKCUMAJIbHYIO 103y A B3pPOCJIBbIX.
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Jlnst Npe0TBPAIEH s PENHANBA (SI3BEHHbIH KOIAT): 1032 ONPENENAETCS HHIMBHIYAIBHO, HAUHHAS O
15--30 Mr MecanasWHa Ha K MacChl Tejla B CYTKH, pasfeleHHble Ha 1035, OOmas 103a He JOINKHA
HpeBLIIHaTb MaKCI/IMaJIBHy}O H03y 1L B3POCJH>IX.
B IICJIOM, JETIM C Maccou TCJa 10 40 KI' Ha3Ha4Ya€TCA IIOJIOBUHA N035I JJIs B3pOCHBIX, a J€TAM C Maccou

Tena 6oiee 40 KT — HOpMabHas 1034 IS B3POCILIX.

Cnocob npumeneHnus
penapar Canodansk® tabnerku 500 Mr cIeAyeT NIPUHUMATE YTPOM, B CEpEAAMHE J(HS ¥ BEUECPOM, 34 44C
10 enpl. VX ciienyeT nporsiaTelBaTh IETMKOM, HE Pa3)KeBBIBas, 3aIIMBast GONBIIHM KOJMYECTBOM KHIKOCTH.

ITpuem npenapara Canodansk® Tabnerku 500 Mr 10JOKeH GbITh PETYNSPHBIM U CUCTEMATHYECKHMM, KaK BO
BpeMst 000CTpeHus GOIE3HH, TaK U B TEYEHUE JUIMTENLHOTO JICUSHMUS, IOCKOJIbKY TOJIBKO B TaKOM ClIydae
MOXXHO JIOOUTBCS II0JIOXKUTENBHOTO Pe3yIbTaTa.

JIMATeNBHOCTD JIeYeH s Ha3HaYaeT Bpay.

Jist IpouITaKTHKY peruauBa 103y OOBIMHO MOXHO CHH3MTB HO 1,5 I MecaNasuha B IeHb (B3pocibie U
IONPOCTKH ¢ Maccoi Tena 6onee 40 xr) u 0,75 r Mecanasuua B IeHb (IETH U IOJPOCTKH).

4.3. llporuBonokasanns
Ipenapar Canodansk® Tabnerku 500 Mr He HOKEH HA3HAYATHCS IIALlIUECHTaM C:
" JTHIIEpYYBCTBATENBHOCTBIO K AEHCTBYIOIEMY ~BEINECTBY, CANMIMIATAM WIM K MOOOMY M3
BCIIOMOTaTeJIbHBIX BEIECTB, IEPEYHUCIIEHHBIX B pasaene 6.1;
-TSOKEJI0H TUCYHKIHEH IEUYeHH UITH [TOYEK.

4.4. OcoGbre yKka3aHusi B MepbI IIPEAOCTOPOKHOCTH HPH NpHMEHEHHH

Ilo yemoTpenwio Bpawa mepes Hadanom JeYeHHs U B TeUCHHE NEUCHHS JOJDKHEL IIPOBOJUTHCS aHAJIU3
KpOBH (aHamu3 KpoBU ¢ AM((EPEHIIHPOBAHHBIM TIOACYETOM NIEHKOIMTOB), ONpeJIe]ieHHE IoKazareei
(DYHKIIMOHATBHOTO COCTOSHHUS IEYEHH, TaKUe KakK ypoBuu ¢epmentos AJIT wm ACT, comepxanue
KpedTHHUHA B [1A3MC KPOBH, ¥ aHAIIU3 MOYHM (TECTOBBIE MONIOCKH). PeKOMEHIyeTCs pOBOIUTS NaHHbIe
UCCIIeI0BaHUS Yepe3 14 qHel mocie Hadaia JISYCHUS U 3aTeM 2—3 pasa ¢ HHTEPBAJIOM B 4 HEJENH.

Eciut mostysenHsIe pe3ynsTaThl COOTBETCTBYIOT HOPMAM 3HAYEHHIR, TOTA TOCTATOUHO IIPOBOJIUTH JIAHHEIE
AHAM3EI KaX/IBIe TPU Mecsana. Eciy NOsBISIOTCS NONONHUTENBHbIE IPOSBICHUS 3aboJjIeBaHys, Clenyer
HEMEJUICHHO MIPOBECTH MOIOTHUTENLHEIE HCCIIeIOBAHM.

Hcrons30BaTh ¢ 0CTOPOXKHOCTBIO IIPH JIEYEHUH TIALHEHTOB CO CHIKEHHOM dysxuuei neyenn.

Ipenapar Canopansk® Tabnerku 500 Mr He CIICNYET HCHOJIb30BATh IPH JICYEHUM MAIIUEHTOR CO
CHIOKEHHOH (yHKImeHd nodek. Ecinu Bo BpeMs NleUeHUs IPOM30MIET CHIDKEHHE ynxumn novexk, crexyer

TIPEMIIOIOXHTE HATMYME HEQPOTOKCHIHOCTH, CBSI3aHHOM C MECAIA3HHOM.

/Coobanocs o CllyJasx He(poIMTHA3a C MCIIOIb30BAHHEM MECANA3NHA, BKITIOYAs KAMHI C COJIEpXKaHUEM
MesanasuHa 100%. Pexomennyercs oGecneunts ajgexBaTHOe IOTPEOIICHHE KUIKOCTH BO BPEMS JICYeHHUS.
Heobxomumo BHEMaTeNIbHOE HAGMIOACHHE 32 TAMEHTAMH C PacCTpONCTBAMH NBIXAaTEILHOM CHCTEMBI, B
OCOOCHHOCTH C GPOHXHANBLHOM aCTMOM, IPH HA3HAYEHUH npenapara Canodansx® tabnetxu 500 mr.
Tsixenble KOXKHBIE HeXeTaTeIbHbIe PeaKiliuu
CooBImanoch 0 NOSIBICHUH TSXKENBIX KOXKHBIX HEXENATeIbHBIX peaxiumit (TKHP), Brmovas cunmpom
Crusenca — JIxoncona (CCJ]) H TOKCHUYECKHI SMUAEpMabHBIA Hexpomu3 (TOH), B cBsi3u ¢ euenuem
mecatasuHoM. CliellyeT OTMEHHTh NpUeM Mecajla3uHa IIpH IIEPBOM TIOSIBIIEHUH TIPU3HAKOB U CHMITTOMOB
TDKEIIBIX KOXKHBIX PEAKIMH, HAPHMED, KOXKHOH CBHIITH, OBPEXIEHHH CIH3UCTBHIX 060I0YeK MW MoGhIX
APYT'UX NPU3HAKOB THIEPYYBCTBUTEIHLHOCTH.

JledeHne UANMEHTOB ¢  WM3BECTHOM THIIEPYYBCTBUTENBHOCTBIO K mpenaparaM, — COAEpIKaIIHM
cynbacalasul, MOXHO HAYMHATH TOJBKO IOJ TINATENHHBIM MEIALHHCKHEM Habmozenuem. Ilpu
MOABJICHIH CHMIITOMOB OCTPOH HENEPEHOCHMOCTH, TAaKHX KaK CIIasMbl, ocTpast GOJb B 06acT KHBOTA,
JIXOpajKa, CHIILHBIE OJIOBHBIC OONM U ChINb Ha KOXKE, JIEYCHHE JOIDKHO GBITh IIPEKPAIEHO HEMEUICHHO.
[Ipumeyanwe:

B pemxux cmywasx y naupeHtoB, MoaBepriummxcs WK  XHPYPrUYCCKOMY

BO3JCHCTBHIO Ha KHIIEYHHK B  [1OJB3 omH%@FMﬂﬁumﬁg eKaIbHOH)  o6nacTw,
CTEPCTBOM BIPABOOX
M TV E KM BERAPYCE
a3 MpHECTEpCTBA 3APABOOXP
fips Pecnyaniy Benapyck
$rme F—————_ ] . e
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COIPOBOXIABHIEMYCS] YHAJIEHHEM 3aCJIOHKH 000404YHOIA KUIIKH, HaOMONANIOCh BEIBEIEHHE CO CTYIIOM
HEpAaCTBOPUBIINXCS  Tabmerox  mpemapara  Camodanrsk®  taGnertkn 500 Mr,  1OKpHITHIC
KHIIEYHOPACTBOPUMON  IICHOYHOM  00OJOYKOHM, UYTO BBI3BAHO CIMIIKOM KOPOTKHM  BpeMeHeM
MPOXOXACHUS KHIICYHHKA.

B onHoit Tabnerke npenapara Canodpansk® tabnerku 500 mr cozxepxurcs 2,1 MMmois (49 mr) Harpust. Do
HEOOXONMMO YYWTHIBATE NpPH HA3HAYEHWH [AlMEHTAM, [ONYYAIONHM JUETYy C OrPaHUYCHHBLIM
KOJIMYECTBOM HATPHs (HU3KOCOJIEBYIO).

4.5. BsaumopaercTBHE ¢ APYTrHMM JIEKAPCTBEHHBIMHU HperrapaTamMu M JIpyrue BUAbI B3aUMOICHC TBUS
CrennanbHbIX HCCIEIOBAHUN B3aUMOEHCTBYS HE IIPOBOAUIIOCK.

Crenyer y4uTBIBATE BEPOSTHOCTh YCUIIEHHUS TIOJABIISIONIETO AeHCTRIS a3aTHOTIPUHA, 6-MepKANTOIy pulla
WM THOryaHMHA HA KOCTHBIM MO3T IIPU JIEYEHWH TNPH OJHOBPEMEHHOM [PUMCHEHUH npernapara
Canodansk® rabnerku 500 M.

CymecTByroT cabble oKa3aTenbcTBa TOT0, YTO MECATA3HH MOXKET YMEHBLIUTE 3 GEKT aHTHKOATYJITHTA
Bap¢apuHa.

4.6. ®epTHIBLHOCTD, 6EPEMEHHOCTD U JIAKTAIIUS

bepeMeHHOCTD

Ha naHHbI MOMEHT HMeeTCst HENOCTATOUHOE KOJIMYECTRO JAHHBIX O HA3HAYCHHH npemnapara Canodanpk®
rabnerku 500 Mr GepemenHbIM. TeM He MEHEE, HE HAOJIONAIOCh HHKAKAX HEraTUBHBIX 3Q(eKToB Ha
OEpeMEHHOCT WM 3I0pOBbE IJIONA M HOBOPOKAEHHOTO. Ha NAHHEI MOMEHT Kakas-mubo tpouas
SIHUEMHUONOTHYECKas MHPOpMAlKs OTCYTCTBYeT. MMeeTcs OMH ciywaif oTkaza GyHKIMH 1OYEK y
HOBOPOXICHHOTO, POAMBIIErOCs y XEHIMHDI, IOJINOE BPeMsl IIONyYaBIIel BEICOKHE 03Bl MECA/IA3HHA B
Te4eHHE 6epeMEHHOCTH (2—4 T B [IeHb HEPOPANHHO).

VccnenoBanus  mepopansHOro IyTH —BBeJEHUS MecasasuHa, IIPOBOJMMBIE HA OJKUBOTHBIX, HE
POJICMOHCTPHPOBATM HUKAKAX IPAMBIX M KOCBEHHBIX MOGOYHBIX 3Q(MEKTOB Ha reCTAIHIO, pasBuTHE
SMOPHOHA/IIONA, POIB! U IIOCTHATAILHOE Pa3BUTHE.

ITpenapar Canodansx® ta6uerku 500 mr CI€AyeT Ha3Ha4yaTb BO BpeMsS OEPEMEHHOCTH TOJIBKO B TOM
CiiyHae, eCliM 0XKHJaeMast MOJTb3a PEBBIMIAET TOTCHIUANBHEIH PHCK.

Kopmnenue rpyasio
C IpyIHBEIM MOJOKOM CEKpeTHpyeTcst N-aueTwi-5-aMHHOCATMIMIIOBAS KHCIIOTA U MATbIE KOJHYECTRA
MecanasuHa. Ha HacToAmMi MOMEHT ONBIT HCIONB30BAHHS MECAA3HHA BO BPEMSL KOPMIIEHUSI PYIBIO
OYCHB OrpaHuy4eH. Henb3s HCKITIOYNTh Pa3sBUTHE peaKIiuii THIIEPYYBCTBUTCIBHOCTH Y MIIAIEHIER, OJ(HUM
3 IPOABJICHMH KOTOPBIX MOXET ObITh quapest. Takum obpasom, npenapar Canodansk® tabnetkn 500 mr
| CICNYCT HA3HAYATE BO BPEMS KOPMIICHHS IDYJAbIO TOJIBKO B TOM CIIydae, iy OXHJaemast ToJIb3a
/TIPEBBINAET TTOTEHIUATLHEIH puck. Ecnu y peGenka HauHeTcss muapes, KOPMJICHHE TPYNBIO CileiyeT
[IPEKPATHTE.

4.7. Biusinue Ha cnocoGHOCTL yNpaBasaTh TPAHCIOPTHBIMH CPEACTBAMM U paboTaTh ¢
MexXaHH3MaMu .

Hcnonbzosanne npenapara Canodansk® raberks S00 mMr 1160 He OKa3bIBACT BIIHSHUE, INOO OKa3bIBaeT
HE3HAYNTEIIbHOC BITUSHNC HA CTIOCOOHOCTE BOMTH ABTOMOGHIIL ¥ YIIPABIIATE CIIOXKHOMN TeXHUKOI.

4.8. HexenareabHble peakuun

[lonobHO BCeM JNeKapCTBEHHBIM npenapatamM  Canodansk® Ttabnetknm 500 MC MOXKET BBI3BIBATE
HCMCIATCIILHBIC PEAKIMH, O/HAKO OHM BO3HUKAIOT He Y BeeX. MIHopMarus o HexenarebHbIX 060THbIX
PCaKIAAX H3I0XKEHA B COOTBETCTBUHU C CHCTEMHO-OPTAHHON KIIacCH(DHKALKEH i YacTOTORH BCTPEYAEMOCTH.
Kareropun 4actoTsr: ouens yacto (>1/10), gacto (=1/100, mo <1/10), newacto (>1/1000, ro0 <1/1 00), peuko
(21/10000, Ho <1/1000), ouens penxo (<1/10000), yacroTa HeHsBecTHA (MCXOIS M3 UMEIONIMXCS. AAHIBIX,
4acTOTy BOSHMKHOBEHUS OIPENCIUTH HEBO3MOXKHO).
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YacToTa B COOTBETCTBUH € MEINLUHHCKUM CaoBapeM HOpMaTMBI{O-HpaBOBOﬁ OEATCIbLHOCTH

3MUAEPMATLHBI
1 HEKponu3
(T3H)

Hapywenus co ApTtpasnrus Muanrus

CTOPOHbI CKENETHO-

MbILIEYHON

CHUCTEMBI N

COCAMHUTENLHOM

TKaHH COTJACOBAHO o
Hapywenns co MI(!HI;’C'I’EPCTBOM B PABOOXPAHEHHA Peakuinu

CTOPOHB PECIIYEMMKH BEJAPYCh - PHIIEPYYBCTBUTE -
UMM yHHOI Tpuxas Bg;gggg;g?gﬂﬁi‘jj};?;;‘;“”a‘“ HOCTH, TakHe Kak
CHCTEMBI $ ajyiepruueckas

Yacro Heuacro Penko (>1/10 000, OueHb penko HewuzsecTHniii
(=1/100; (=1/1 000; <1/100) <1/1 000) (<1/10 000) (HEBO3MOXHO
<1/10) OLEHHUTD 110
UMEIOTIHMCSI
JIaHHbIM)
Hapyuienus co W3menenns
CTOPOHBI opmysbl KpoBK
KPOBEHOCHOI1 U (annacruueckas
aumbaTudeckoit a”emus,
CHCTEM arpaHyJionuros,
NaHLUUTONIEHUS,
HEHTPOTEHM,
JIEHKONEHU,
TPOMOOLIMTONEHUS) N
HapyweHnust co [onosHbie [ConoBokpyxenus Hepudepuueckue
CTOPOHBI HEPBHOIA 6onu HeifporiaTuu
CHUCTEMBI
Hapyenus co Muokapaur,
CTOPOHEI CEepaeUHO- HEPUKAapANT
COCYaNCTOI
CHUCTEMBbI .
J Hapyiuenus co Anepruyeckue u
CTOPOHBI ¢dubposusle
peCrHpaTopHOTo JIETOYHbIE PeaKLUU
TpakTa u (Bkmoyas onplluKy,
CpellocTeHus KaLlens,
OpoHxocnasm,
QJIbBEOJINT,
JIErOYHYI0
303MHOUITHIO,
HHGUABTPALIIO
JIETKUX, TTHEBMOHMT) B
Hapywenus co Bonu B obnactu
CTOPOHBI KHUBOTA, qUapes,
KEeNTyI04HO- B3IyTHE, TOILIHOTA U
KMIIEYHOTO TPaKTa pBOTa, OCTpbIii
NaHKpeaTuT
Hapyenus co Auchynxuns nouex, | Hepponuruas *
CTOPOHBI MO4EK BKJIIO4as OCTPBIi 1
XPOHHYECKUH
MHTEPCTULHATbHBIi
HEQPUT U Moyeunylo
HENOCTATOYHOCTE o
Hapywenus co DoTouyBCTBUTENb- | ANOneuus Cunpom -
CTOPOHBI KOXH U HOCTb (BeIMazIEHKE BOJIOC) Crusenca —
MOJKOXKHO- (noBeILIEHHAS JhxoHcoHa
XKHPOBOI YYBCTBUTEILHOCTh (CCh),
KIIeT4aTKu KOXH K CBETY) TOKCHYECKHU{
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MEAMKaMEHTO3Hasl
JINXOpaJika, CHHAPOM
MENMKaMEHTO3HOMH
KPacHOH BOMYaHKH,
TAHKOJIUT o
Hapyienus co Xonecraruueckuit Fenmarur
CTOPOHBI NEUEHU U renaTuT
AETIEBBIBOMSLINX
nyTei
O6wue Cnabocts,
paccTpoiicTBa YTOMJISIEMOCTh o
HapyuweHnus co H3meHeHns
CTOPOHBI TTIEYEHH U YHKUHOHANBHBIX
K€JIYEBbIBOASLLIMX napaMeTpoB MeYeHH
nyrei (roBbILIEHKE YPOBHS
TpaHcaMUHa3
napaMeTpoB
XoJecrasa),
H3MEHEHUE YPOBHS
thepmeHTOB
MOJKENTY 10U HO!
xeiespl (nunasa u
! amuiasa yBeJHUeHs!),
KOJIMYECTBO
303UHO(UNOB
YBEJAMYEHO L
Hapywenus co Onurocniepmus
CTOPOHbI (obpaTumas)
PENPONYKTHBHOM
CHCTEMEI

* Cum. Paszen Meps! ipenocTopoxHOCTH m1s TIOJTyI€HUS NOTIONHUTENBHOM HHbOpManuy.

Coobmanocs 0 MOSBICHHM TSKENEIX KOXKHBIX HexeatenenbiX peakunit (TKHP), Brmouas cumnpom
Crusenca — JIxoncona (CCJI) u Tokcuueckuii SMUACPMATbHEIN Hekponu3 (TOH), B cBs3u ¢ neueHuem
MecaasHOM (CM. pazzien Mepel [IPETIOCTOPOXHOCTH).

@OTOYYBCTBHTENLHOCTE (IIOBBIIEHHAS TYBCTBHTE/IBHOCTh KOXKH K CBETY)

COOGII_IEUIOCI: o OoJtee TsKEIBIX PCaKIUAX y MAIIUEHTOB C TAKUMH (bOHOBBIMI/I KOXXHBIMU 3360HCB3HI/IHMI/I,
KaK aTONUYECKUH ACPMAaTHUT U aTOIIHUYECKast HK3eMa.

/ Coobuwenue o nescenamensusix peakyuax
BaxHo coofmare 0 momospeBaeMbIx HeXeTaTelbHEIX PCaKIUsIX TOCIIE PETMCTPALMH JIEKAPCTBEHHOI'O
Iperapara ¢ NeNbl0 OOECIEYEHHS] HEMPEPHIBHOTO MOHHTOPHHIA COOTHOIUECHHMS «IOJNb3a - PHCKY»
JICKAapCTBEHHOTrO  Mpenapata. MeaUIHHCKUM —paboTHHKaM PCKOMEHAYETCS coo0Imarh 0 Jo6bIX
TI0/103pCBACMBIX HEKENATEIBHBIX PEAKIUSIX JIEKAPCTBEHHOTO penapara 4epe3 HalUOHAIBHYIO CHCTEMY
COOOILEHNS O HEXKENATEIBHBIX PEAKIIHAX.

4.9. Ilepenozuposka

CyIIeCTBYIOT OYeHb OrpaHHYEHHbIC CBEACHHS O TNCPENO3UPOBKE MecanasHHa (HalpUMeEp, NpH TIPHEMeE
BHYTPB BBICOKHX 1103 C CyHLUTATTBHOM IETIBIO), KOTOpBIE He YKa3bIBAIOT Ha Hepo- Hilu

FCNaTOTOKCHYHOCTL  Mipenapara.  CHelMuYeckoro amtumota He wm3BecTHO. Jlewuenue SBJISICTCS

CUMIITOMATHYECKUM H IIOJE JKHBAIOIIYIM.
P COTJIACOBAHO
. MUHHUCTEPCTBOM 3/TPABOOXPAHEHUS
5. PAPMAKOJIOI'HYECKHE CBOMCTBA PECITYE/IMKM BEJIAPYCh
o Ipukas Munucrepersa 3ApasooXpasenns
5.1. apmakoqMHAMHYECKHE CBOCTBA Pecny6mxn Benapyen
Papmaxomepanesmuueckas epynna: Kuurednsie IIPOTHBOBOCIIAIMTENIEAEIC CPENCTRA,

AMUHOCQTHIIMIIOBAS KUCIIOTA €€ aHaJIory.
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MexanusM  OpPOTMBOBOCHAIMTENBHOTO  JICHCTBHA  HeW3BecTeH.  McciemoBaHus  in vitro
IIPOAEMOHCTPHPOBAIIH, YTO, BO3MOXKHO, POJIb UTPAET MHIHOHpOBaHUE GhepMenTa JTMIIOKCUICHA3HL.

Taxxe ObUIO NPOAEMOHCTPHPOBAHO BO3NEHCTBHE Ha KOHLEHTpPAIH NpocCTarjlaHyHa B CIHU3UCTOH
obomouxe kuueyHnka. Mecanasun (5-aMuHOCaMIIIOBas Kucnota / 5-ACK) Mosxer Takxe BBICTYIIATh B
Ka4ECTBE JIOBYIIKY PaJIMKAIOB AKTHBHBIX COEIMHEHUM KUCIIOPOa.

Ilpx nomananuu B NPOCBET KMINEYHHWKA NPUHSATHIA IEPOPAIHHO MECATA3UH obJajaet, B OCHOBHOM,
MECTHBIM 3((PEKTOM Ha CINH3UCTYIO KUMIEYHYIO OOOJNOUKY M MOJCHM3UCTHIE TKAHY. Hoaromy Baxmna
a¢dexTuBHAs [0CTaBKa MECaNa3yHa B BOCHAICHHbIE 00IACTH KUIIEUHUKA. CHCTeMHAs OuomocTyItHoCTE /
KOHNCHTPAMA B IIa3ME KPOBH HE HMEIOT CYIIECTBEHHOT'O BIIUSHHS Ha TEPANICBTUYECKYIO () (EKTHBHOCT,
HO TIOMOTaiOT OLEHUThH Oe30macHOCTh. I[N COOTBETCTBUS IAHHBIM KPHUTEPHSM TabeTKu IIOKDPBITHI
Oynaparutom JI, 4TO JenaeT HX KHUUIEYHOPACTBODHMBIMH, TaK 4TO BHICBOGOXKICHHE JIEKapCTBEHHOTO
BEIIECTBA 3aBUCHT OT pH cpenpl.

5.2 ®apmakoKkHHETHYECKHE CBOICTBA

Qbwue ceoticmea mecarazuna

Beacwvisanue
. Mecanasun BcachiBaeTcst HauGoee 5GHEKTHBHO B IPOKCUMATLHBIX OTZieNnax u HaumeHee 3G GEKTUBHO B
© MMCTaNBHBIX OTAENAX KUIICTHHKA.
buompanchopmayus
Mecanasun momBepraercs IpecHCTEMHOMY MeTabonu3My ¢ 00pa3soBaHHEM HEAKTHBHOH N-aieriii-5-
aMuHOCANUIMNOBON KUCIOTHI (N-A1-5-ACK) Kak B cM3ucTol 060510uKe KHIIEYHUKA, TAK U B [ICYCHHU.
Ilo-BunumoMy, alleTHTHPOBAHUE He 3aBUCUT OT eHOTHIA aneTumposanus 6onpHOro. Yacte Mecanasuna
TAKOKE alETHIMPYETCsT OaKTEpUAMH TOJICTOro Kumednuka. C Gejikamy cBs3bisaioTes 43 Y% Mecajla3uHa u
78 % N-An-5-ACK.
Buvigeoernue/sxckpeyus
Mecanasun 1 ero merabonur N-An-5-ACK BBUISISIOTCS © 9KCKpeMeHTaMu (OOJbIIas 4acTs), MoYKaMu
(xonmuuecTBO Bapbupyet oT 20 10 50 % B 3aBHCHMOCTH OT IIyTH BBEJCHHSI, JIEKAPCTBEHHOH (QOPMBI U
MEXaHH3Ma BBICBOOOXKIEHUS AEHCTBYIOMErO BEILIECTBA) ¥ BMECTE C JKENYbIO (MEHbIIAS yacTh). [Toukamu
BBIICIACTCS B OCHOBHOM B BuIe N-An-5-ACK. Ipubmusurensuo 1 % 1036 IPUHATON NEPOPATBHO J[035I
MECajlasuHa BBIICIIACTCSA C TPYAHBIM MOJIOKOM, B OCHOBHOM B BHzie N-An-5-ACK.

Cneyuduueckue ocobennocmu npenapama Canogansx® mabnemeu 500 mz
Pacnpeoenenue
Kombunmposannoe (apmakocnuHTHr padUIECKOE/ (hapMaKOKHHETHYECKOE HCCIIEIOBaHKE
' IPOIEMOHCTPHPOBANo, YTo npenapat Canodansk® tabnerku 500 M, IPUHATBIA Ha TOJIOAHBIN XKeEyI0K,
AOCTHraeT MJICOUCKANbHYIO 00IacTh NpUMepHO yepes 3—4 uaca, a BOCXOJAIIYIO 0OO0JOYHYIO KHIIKY --
IIPEMEPHO Yepe3 4-5 yacoB. Ob1wee BpeMs TPaH3UTA B TOICTOM KHILETHHKE COCTaBIIET OKOMO 17 yacos.
Bcacuvieanue
BbicBoOoxneHue MecanasyuHa u3 npenapara Canodaibk® Tabnerkn 500 Mr naumHACTCS MOCTE nar-¢assl
JUIATETIBHOCTBIO TIpHONU3UTENBHO 3—4 yaca. HauBbicmas KOHLIEHTPAllMs B IUIa3M€ KPOBH JOCTHUTACTCS
uepe3 NpUONU3UTENRHO 5 9acoB (B 06IACTH IOB3AOMIHOM KMIIKK) U ipy BBeaeHuM S00 Mr mecajiasuna
Tp¥ pasa B ICHL IIPU YCIIOBUM yCTaHOBMBILETOCS PABHOBECHS cocTaBiseT 3,0+1,6 MKI/MIT JUIS Mecanasuna
u 3,4 £1,6 MKr/™Ma s ero metabonura, N-An-5-ACK.
Buigedenue :
CymMapHas CKOpOCTh BBIBELECHHMS MOYKAMHM Mecanasuua m N-An-5-ACK s TeueHde 24 wacoB mpu
MHOTroKpaTHOM npueMe (1 Tabnerxa npenapara Canodansk® tabnerku 500 Mr TPHOKIBI B JIEHD, B TCUCHHME
JBYX JIHEH; M OJHA TableTKa Ha TPETHil KOHTPOJBHBIA JeHb) cocTaBuiIa npubsuTensHo 60 %. Jlomns
HEMeTabOJM3MPOBAHHOTO MeCaNa3iHa COCTaBIIAIA IPUBIH3HTENBHO 10 Y%.

COTJACOBAHO
MUHHCTEPCTBOM 3[IPABOOXPAHEHKA
PECHYEJIAKH BENAPYChH

Hlpukas MunucrepeTna AApER0OXPINOHNS 6
Pecnybankn Benapyes
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5.3. laHHBIEe JOK/IMHHYECKOi 6e30nacHocTH : 79 K7 - Z01E
JloknuHUYeCcKMe [AaHHBIE M3 CTaHJAApPTHEIX HCCIeOBaHWHd  (apMmakosiornyeckoii 6Ge30macHocTH,
TFeHOTOKCHYHOCTH, KAHLIIEPOT€HHOCTH (y KpBIC) IPH PEIPONYKTHBHOM TOKCHUHOCTH HE BBIIBHIIM KAKOMH-
1160 0cob0if OMMacHOCTH JUIS YEJIOBEKA.

B uccnenoBanusaX TOKCHYHOCTH P MHOTOKPAaTHOM BBEJIEHHH OPANbHO BBICOKHX 103 MECAIA3HHA
Habmoxanack HePPOTOKCHYHOCTD (MEAYJUISPHEIN HEKPO3 TTOYKH U TOBPEXKIACHHE SMTEIHS
HPOKCHMAIIBHOTO U3BHTOIO MIOYEYHOr0 KaHanbla (pars convoluta) unu Becero Hedpona). Kimmunveckoe
3HAa4YEHUE NOIYUEHHBIX JJAHHBIX HESICHO.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepevens BCIOMOraTeIbHbIX BEIECTB

HaTpus KapboHaT Ge3BOAHBIA, FiHiHH, ToBUIOH (K 25), Ieo03a MAUKPOKPHCTAIITHYECKAs, KPEMHUS
JMOKCHUJ] KOJUIOMIHBIN G€3BOAHBIN, KalbIKs cTeapaT, KpOCKapMeIUI03a HaTpus, THIIPOMEIDIo3a,
METaKPHJIOBOX KHCIIOTEI MeTUIMeTakpunaTa conoumep (1:1) (Qyaparur 1.100), makporon 6000, Taisk,
turana Juokcun (E171), xenesa oxenn xenrsiit (E172), ocHoBHOM 6yTHMeTaKprIIaTa cornoyumep
(Oynparur E).

6.2. HecoBmecTuMoOCTH
__ Henpuronmsrii.
)
6.3. Cpok rogHocTH
Cpox rogHocTs 3 roza.

6.4. OcoOnbie MephI IPENOCTOPOKHOCTH IIPH XPAHEHMH
XpaHATh B 32IMINEHHOM OT CBETa MECTE IIPU TeMIlepaType He Bbime 25 °C.
XpanuTh B HEXOCTYIIHOM IS JIETelt MecTe.

6.5. XapakTep u coepikaHHe yIIAKOBKH

Tabnetku 500 Mr, TOKPBITHIE KULIEYHOPACTBOPUMOM [JIEHOUHOMH obomnoukoit; mo 10 TaGnetox B 6iucTep
u3 amomunus/IIBX/TIBJIX; mo 5 wiu 10 6auctepos BMecTe ¢ MHCTPYKIMEH 110 IPUMEHEHHUIO B ITaYKy
KapTOHHYIO.

6.6. OcoGb1e MeprI NPEN0CTOPOKHOCTH NPH YHHITOKEHHAH UCTI0/Ib30BAHHOIO JIEKAPCTBEHHOT0
HpenapaTa Wi 0TX00B, MOIY4eHHBIX 0C/Ie IPUMEHEHHS IEKAPCTBEHHOTO MPeNapaTa 1iu
paboThI ¢ HUM

: 7Hm<a1<nx 0co6bIX TpeboBaHmii.

7. AEP)KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS U ITPOU3BOJUTEJIL
Hp. ®ansk Gapma I'M6X
JlaitnenBeGepmtp. 5
79108 ®paitdypr
I'epmanus

7.1 HPEACTABUTEJIb JEPXKATEJISI PETUCTPALIMOHHOTO YAOCTOBEPEHUSA
IIpencraputrenscteo AO "Alpen Pharma AG" B PecnyGinke benapycp

220053, r. Munck, yn. ITapxomerko 3, opuc 15
Ten/daxc: (+375 17) 3530644 COTJTACOBAHO

MPHHCTEPCTBOM 3/IPARCOXPAHEHUS
PECIIYEJIMKY BEJIAPYCh

8. IOMEP PETHCTPAIIIOHHOTO YIOCTOBEPEHMs]  [Mpmeas Momuereporss sapasoospanems
1207/95/2000/05/08/10/16 |

9. IATA HEPBUYHOM PEI'MICTPALIMU (IIOATBEPXJIEHUSI PETUCTPAILIUHN)
Hata nepsuunoi perucrpanuu: 06.06.1995




IlonTBepxaenus peructparuu: 23.03.2016

10. YCJIOBUSI OTIIYCKA U3 AIITEK
ITo penenty Bpayva.

11. JATA IEPECMOTPA TEKCTA
Maii 2021 r.

COTJACOBAHO
MUHUCTEPCTBOM BIIPABOOXPAHEHUS
PECIIYE/IMKY BEIAPYCh

TIpuras MusncreptTBd 3XDABOOXPANEHNA
Pecnybankn Peaapyeb




