JIMCTOK-BKJIAJIBIIT - HHMOPMATIMSE U HATIHEHTA

TABEKC® 1abacrkn, HOKPLITHIC 1ICH0M10i 060,409K0i, 1.5wm
TABEX" 1,5 mg film-coated tablets HO PB

Humusun (Cytisine)
1982 -2016

Hepet HpHMEHEINeM HPCHAPATA HOAHOCTLIO HPOMITAIRIC JHCTOR-BR /LI,

HOCKOUBLKY B 11CM COICPADTCH BAMILIC /LIH BAC CHC/ICITIN,

~  Beerza upHIHMaiTe HpCHapar B TOMHOCTH C /@M JIHCTKOM HIIH PCROMCHIHAME
JICHAIICIO Bpava MM pado MK A1TCKH,

—  Coxpanuic JMCTOK-BI/IIN, Boamokio, saM 1oTpedyeres HPOUHTAaTh ¢I'o CHIC pas.

—  Ecin y Bac BOMMKIH JIOHOITHTCIBILIC HOUPOCHE, 00PATHTCCH K JCHANICMY Bpaty niw
PabOTINKY AUTCKH.

~ licam y BAC BOIMMIIH KAKMC-IHO0 ICKCHATCIUBLILIC PCaKiliy, 0DPaTHICCL K JIcHaniemy
ppauy. Jlamas peKOMCIAIH PACIPOCTPAINCTCH 11a JIODLIC HOIMOKIBIC
HOKCIATCILILIC PCAKITHE, B TOM HHCIIC 16 HC HICPCYHCICHILIC B Pa3/icic 4 JIHCTKA-
BT LTI,

CojtlepaRanne e rka- B ILI

1. Yro u3 cebx upencraniser upeiapar Tabeke, i L Hero ero HpEMCHsion.
2. O 4em CACYET naTh BCPE/L IPHEMOM tipetapara Tabexe.
3. llpuesm upenapara Tadeke. COTTACOBAHOD
4. BosmMOXHBIC HOKCIATCILILIC PCAKINK, MHHHCTEPCTHOM A/IPABOOX PAHEHNS
5. Yuane o Tabaxo PECIIVBIHKH BENAPYChH
(. Cpauumc upenapara Tabexe, Mpwxaa M:::mﬁm XD 5%
). 'OJICPIKUMOC VIAKOBKH # HPOYHC CRCJICITHA, j’ 'Wz_ ATy O
P [y oo RIS, 1

1. YTO U3 CEBS TIPEJICTABISIET HPEHAPAT TABEKC, H JUIS HETO EI'O
HPUMENSIOT

| [penapar Tabeke COACPANT AKTHBIOC BCHICCTHO 1IHTHIHI, KOTOPOC JICHCTBYCT Ha OPralkiv
Ky prIBIHKE 1010010 nnkorHny. [Ipuesm upeiapara Tabexe crrocodesyer H0CTeICHoMy
OTKA3Y 01 Kypelus 603 HCHPHATIIBIX ONLY i # )IMCKOMPOPTE, CRAANIIBLIX € OTKAI0M 0T
KYPCIHS,

Lipenapar Tabeke UPHMCIACTCS ¥ B3POC/BIX HAIMCHTOR, JABHCHMBIX 01 1a0aKOKy peHHs
(rabaunas JRHCHMOCTE), KOTOPLIC X011 OPOCHTH KYPHTD.

2. O YEM CJHEJIYET 3HATD HEPEJLTPHEMOM HPEHAPATA TABEKC

He upnnmsaiire npenapar Tabexe B caeyommux iy ranx:

- HPH TELIHYHA LLICPIHA (PHICPIY BCTBHICALIOCTH) K K THRIOMY BCIICCTHY WK
JOGOMY 13 BCHOMONITCHBLIBIX BCIICC I HPCHAPATA, HCPCHHCICTIIX 1 paseie 6;

- HpH OCIPOM HIAPKIC MHOKAP/[E MM HC/BIO HEPCHCCCoM HieyinTe (5 redenue |
MCCHILA HICPC/L 1TATMAI0M [IPUMCHICTIMA HPCHApaTa), 1ecrabiiLliol CICHOKAP/HH, Tapy eI
CCPJCHHOND PHIMA (APHTMHMA CCP/UILA), BLIPAACIIIOM HOBBIICHHH APTCPHAILIIOND JIABICHHA,
QICPOCKIICPOIC:

- 1K GCPCMCHIOCTH HIH B HCPHOL IPYJIIONO BCKAPMIIHBAIIANA,

B BOapacte o 18 jier wim crapime 635 aer,

Ocolinie yKaianus u MCPLl HPCIOCTOPORIOCTH

Liepea upumencinenm npenapara Tabeke™ upoKoucy I THpyiTech ¢ JCHaniuM BPation Wi
PABOTIMKOM ITCKH, CCHH BRI CIPAIACTE KaKMM-11H00 K3 HCPCTHCICIIIMX ITHAC
1aboJeanuii:
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- wITeMIHCCKas BoC3IE cepiina (apynieie Kposocnabmenus ccp}tcmlmalﬁﬁ;
- COPICHITAN HEIOCTATOMNOCTH (CabOCTh Cep/(CUNoN MBIIIITL): 1882 -2 016
- APTCPHAIILIIAN THUCPICIBHA (1HOBLINCHIOE KPOBAUOC JAKICIHC), ]

. 1epelposacky spinIc 3abocnams; [~ : o er
- OB ICPHPYIONWC 3a00JICHaINA apTCPHA. A el
- 300 CHANMSE HOMCK HIIH 1ICYCITH; §

- PHICPTHPCO3 (HOBLITICIAS (Y TIKINH NI TORH/IION KEACIL), b '

- sIncnas 003, Kexy/Ka, - '

- caxapnwii Jiuabor,

- xpomadQuInine OnyXoin naUoMCHIHKa:

- racrpoyiodarcaisias peduuokcnas 0o:esin (3adpoc KEAYJIOHIOND COACPKUMOTO B
THIKINOIO YACTE UHHICRO/A, HPOXKIHIONMHCS OIYICIHCM KAKCIHN):

- HCHXHUCCKHE 3abosenanns (HeKoTophic (hopamst HHsodpeim).

Jlern, HoApocti w BipociLie crapme 65 acr
[ Ipenapar Tabeke ¥ A0 BO3PACTION 1PYIULLE HAIMCIITOR HC PUMCHSNCTCH (CML1L, 2).

Jpyrse upenaparer n upeuapar Tabexe
CoODIMIC JICHAICMY BPATy HIH PABOTIHKY BILICKH O TOM, 1T0 Bhi IIPHITAMACTC, HE/AKHO
HPHITEMAITH WM MOACTC HAYaTh HPHIMAMATL, KAKHC-IHOO J(PYIHE LIPCIapaThl,

COOBIIHTC JICHANCMY BPA4Y, CCIH BLI IPHIHMACTC TAKHE JICKAPCT A, Kak hH30CTHIMuIL,
AUCTHAXOHIL, KapOax0l, FANATAMMIL, TICOCTHUMMIL, HHPHIIOCTHIMHIL, PHUACTHIMHI,
JUHCTHUMIGT , JIOBACTATHIL, CHMBACTATHIL, (LIVBACTATATL, IPABACTATHEL, JICKAPCTHA JUIK
CINUKCHUR APTCPHAILIONO JARICHNN, TCOHINMM, POLHITHPON, KIO3a1KIL, OJMAN3AUNIIL, §
CHRSH C BOAMOMKIIOCTHIO YCHIICHHMS HOKCIATCHIBLILIX PCAKIH HPH OJUIOBPEMCIIIIOM 1IPHEME ©
upeuaparom Tadeke.

[ Ipenapar He CAe/yer IPAMCIISTE OJIHOBPEMEIING C HPOTHROTYOCPKY ICHILIMKE IPCHAPATAMM,

Hpsem upenapara Tabexke ¢ ummeil n nanwrkamu
iAo A TKH (¢ OKa3LIBAIOT BIRKIM 12 Jichcmue upenapara Tadeke.

BEPEMEHTIOCTE 1 FPY/ITIOC BCKAPMAHBANNC

lic:tm uii DEPEMCIIIILT HIH KOPMUTE IPY/LIO, HOAIAETC TEO MOKCTC ObitTh GepeMentnnt wim
HIAHPYCTE DEPEMCIIOCT, ODPATHITCE K BAMNCMY JICHRICMY BPATy WK paboTIHKY ATCKH
HEPE/L TEM, KK 11911 HPHCM JE@INOND Iipeuapara.

Licum Bt GEPCMCIITL MM KOPMETC FPY/ILIO, BAM HPOTHRONOKAZANIO HPHITHMATD [IPCHapay
Tabceke.

VUpamicnue 1pancuop rubiMi CPE/ICTRAMI 1 paliori ¢ MEXAIHIMAMH

13 coryuasx BO3MMKIOBCHRS TAKHX HO009ILIX PCAKIME KaK COIIHBOCTD, I'0JIOBOKPYKCITHC,
HCOOXOJMMO BOUICPAKATHEH OF HOTCHITHULBO-ONACHIMX BHIOB JICATCHLIIOCTH H YIPRRICHHs
IPAICHOPTOM, KOTOPLIC TPCOY 101 HOBLINCHIIOH KOUICIHTPANHH BIHMAIHI # CKOPOCTH
HEHXOMOTOPILIX PCAKIHIA,

3. HPHEM HPEHAPATA TABEKC

Hpsmisaitre uperapar Tabeke 5 10moM COuTRCTCIBHE ¢ JRITHLIM JIHCTKOM. Hpn nosmsrcing
COMICINI HOCORCTYITICCE € JICHAIIMM BPAUOM HIH PADOTINKOM AUTCKH .

Pekomenyemas Jloza:
Jewenue npoeoOumcs no C1eOVIONen cxeme:

e



- 1 -3 siens — 1o 1 rabuerke kakopie 2 vaca (6 1abaerok B jieak). 13 redeine JTux JIHCH
ORHJIEACTCH HOCTCHCHHOC YMCHBITICITHT THCIA BHIKY PHBACMBIX CHIZPCT. e pesyaprat
11CYOBACTBOPHTCIHHBIA, JICUCIHC IPCKPAIEACTCH B MOKCT ourm, BozodoRICHo Yeped 2-3
secata. pu yjowersopureimiom Mderie (3na4i1einioc yMCHbICIHe THeia cm'agr)
HOCHE 3-10 QIS JICHCITME 1POOIDKACTCH 110 CXCMLL m B

4 12 jein - 1o 1 rabuerke kaxmie 2,5 vaca (5 rabicrox B jcim);
- 13 - 16 jiens — 1o 1 rabierke Kancomic 3 waca (4 rabucrsn 8 ,ucm.tg 8 2 -2016
- 17 — 20 jiens — no 1 rabuerxe xangie 3 vacos (3 1adictkn B Jcnb);
- 21 - 25 jens — 1o 1 - 2 1abieTxn B JiCnn,
[e HOAKE 5-1'0 JUIS OT HAUYLIA JICYCITHA KY PCIHC CC/YCT HPEKparih. |1oc/ie 3anepiiciims
KYPCa JICHCTIMA, TIAIMCHTY CHCJYCT HPOSKHTL CHIY BOIH W NE PAIPCHIATL ccOC BHKYPHBATH

1M OJutoi CHI'apeTnl. r____-.---.-- —— —_]

Hpusenenue y oemeil 1 noOpocmeos npomuGoNnoNazano.

Crocol 1pumenienns :
TalieTKH UPHITHMAIOT BIYTDb ICHBIMME, JAIHBAR JIOCTATOUILIM KOJIHUCCTROM KHJIKOCTH,

Fem e upuisian 66anmyo j1osy npenapara Tabewe, qem neobxomumo

FCim BL UPHIBN JI03Y, HPCREINAIONTYIO HA3HAMCHIYIO, ¥ BEC MOKCT HOABH THCH TONINOT,
VORINCIHC COPJCHIIONO PHTME, 3aTpy/uicinioe juixaine, Boimokia prora u paciupeime
IpanKkon, 13 JroM CyHac upeKparIe upHeM peuapaa Tabeke n IpoRoNCYILTHPYHICCE ¢
HPAYOM I OOparTecs 3a HoMOILI0 B Giaiimee jcuchnoc yapeaiciue.

Ecan sur uponycrman upues npenapara Tabexe

122 BBE HPOLYCTHIM HPHEM OJUI0H JI03LL, HPHMITC CC KK MOKIIO CKOPCC. Feim nogrn
HACTYIHIIO BPEMA JUIS CACIYIONICH JI03h1, HPHMATC CC KaK 00MYIIO, HIpoiycKas 1abLIVIO
joay, He uprimmaiire Jsoiinyio o3y Juts komueicanui 3aburoi. 1pojoikaiTe upuimMar
JCKAPCTRO TaK, KaK OLHCANO B JIaiioM JIHCTRC-BKIALINIC,

licim Y BaC HOMBATCH JHOOHIC HOMOMTIHTC/LIKIC BOIPOCLL, CRAFANIILIC ¢ HPAMCIICIHCM
Hpenapard, O0paTHICCh K BAIICMY BPauy Wik paboTHHKY dIITCKH.

4. BOIMOKHBIE HEAKEJATEJALHBIE PEAKIIMH

Kak # see nexapersennie epejersa, Tabeke MoKeT BhI3Bath HCKCHAICULILIC PCAKIHY,

O/UIAKO OHH BOSHHKAIOT 1IC Y BCCX,

Hpw srevennu uperiaparom Tadeke, 0coGenio B Hasaie, BOIMOKIILL CAC/YIONHE nobovnLIe

JICHC TN

- Yacmo (vocym 6ozuuxams ne Goxee wem y | wesosexa us 10)

- rodtoBHag 60Jb;

- POJOBOKPYHCIHC:

< CYXOCTh BO PTY;

- rommnoTa;

- smenencns (6oss, ¥oxenme wim jpexoMmBopt B HOJUIoKEUTION 00IACTH, THKCCIE K
YYBCTBO HCPCHOMICHHS B JIMIACTPUM, BOTMHKAIONTHC 1H0CHC ¢k, PAIITICE HACLITICHHC,
WHYIHC KHBOTA).

- 00Uh B BCPXIICH HACTH KHBOTA,

- Hewacmo (mozym gozuxams e 6oace wem y | uerosexa uz 100)



ans L aotae

- COIUIHBOCTD; |

- Decconnuna: .

- sanop 1982 2016 a

- JwapeR (AWIKHIT 1 BOJIHCTRIA KL, KaK 1PABKIIO, 1IC MCHCE TPCX Pas B TCHCHHC 24
4acon),

- psora,

- Tleussecmino (NCXOOR U3 UMEIOUUXCR OUIIBIX NACMOMY GOTNUKNOGENUR ORPEOEIUmb
HEGOIMONCHO)

- TaXUKap)ms;

- omynenne cepiucOucnus;

= NCIAYHTCALHOC HOBLITICHHC aPTCPHAILIOND JIARICITHN]

= HOBLITICIIAS PA3/ AR TCILIOCTE,

= OJBIITIKY,

- WAMCTICHMR BKYCA UM M aUuCTHa,

- Donn B KMBOTC;

- muleynas 6o,

= O0ub B IPYJAHOR KICTKE,

- CHHACHWC MACCHI Teia;

< HOBLITICITHOC HOTOOTJACHCHNC,

CooDnICIHe O HCHEIATCHLHBIX PCAKILHAX.

e y Bac Bo31niim Kakue-TH00 MCKCHITCILHBIC PCAKILHK, COOOITITE 00 ITOM CROCMY
Bpay, o Kacactes MoOLIX BOIMOKITHIX HCKCHIATCIBILIX PCAKIIHIL, B TOM YHCIIC TCX,
KOTOPLIC HC HCPSUACHCIIRT B ITOM JIHCTKC-BKIQ/ILINIC.

B Takme MOKCTC COO0INTE O HEKCIATCIBILIX PCAKIMNX JICKAPCTBCHIOND IIPCHAPETA Yepes
HAIMOTELILIY IO CHCTCMY COOBINCHMN O NCAKCHATCABILIX Peakimax naupamyto » PY1L «llewrp
IKCHCPTHS W HClbiranuit 1 3pasooxpancinmy, 220037, r. Muiek, Tosapuineckuit uep. 2a,
readaxe: 1375 17 242 00 29, anpee auex rpotmioii nosarnt: repli@reeth.by, www.reeth.by,
Coolmas 0 HEKCAATCILILIX PCAKITHAX, BB HOMOIACTC HOAYIHTS DOJILIIC CHC/CHHA O
DCI0HACHOCTH HpCHapata.

5. XPAHEHME HPEIIAPATA TABEKC

Xpam it 1§ OPHIHHAILIONR YHAKOBKE /UK S THE 01 WEA'H, UPH TCMICPaTYPe e Bhtme 25
g O

Xpannrn B UCHOCTYIHOM JUIS JICTCH MCCTC.

e upumensitre upeiapar ociue HCTCHCIH CPOKA 1'0JUIOCTH, YKA3AIMIOND H YHAKOBKC
wocie «l'onei jo:n. Jlaroi HCTCHCHMA CPOKA TOAHOCTH HBISCTCH OCHC/UNGA JICHE MCCHIA.
HICHCHOIL30BANIILIC JCKAPCTRA 11C CUC/LYCT BLIOPACKHIBATE B KAHAIHAIMIO HIH I KOIITCATICP
Ut OLIToBRIX 0TX0108. Yroumure y paborimka aiekH, Kak Y IHIHIHPOBaTh HPCHapainl,
KOTOPhLIC BoABINE ne o TpeOyIoTes. “YrH MCPL! HOFROINT 3ANTHITHTL OKPYKAIONYIO CPeLy.

6, COJIEPIKAHHE YHAKOBKH H HHPOUHE CBE/IENTHS

Yo cojpepanr upenapar Tabexe

- Axmiuienoe eugecmeo — 1rwInn 1.5 .

- Benomocamesvibie Gewecmesa; NCUnoiosa HOPONIKORAs, Kamius cyiibdar mruzpar,

KPEMITHS JIMOKCH)L, KOILIOMJUIBIHA BC380,0mit, Mariug creapar.

- Hnenounas oborouxa: Ouanpai 11 koprmeniit 85G 265001 (10MBHINUIOBLIA ClMpT
HACTHYIIO W/ (POIHIORAINILII, TauiuK, Trrana okeist (1171), maxporon 4000, nenarmi,



weuesa oxerst e i (14172), wesresa oxen kpacunti (15172), wejiesa okent Yepibii

(E172)). HO PB
Bucmununii st upenapara Tabexe u couepaumoe yHaKkossn L 8 - 0 i 5
Onucanue: Kpyrinic, GCaeBbIC, JBOSKOBLNTYKILIC TalICTKH, HOKPBITLIC LICHOMION

0BOJI0MKOM, JIMAMCIPOM 5.5 MM, € I'PABHPOBKOI 8™ 118 0ju10# croporie TabicTku.

Hepeunas ynaxosxa; 110 20 1albiecrok, HOKPLITLIX WICHOMHON 00OI0UKOH, YIIRKOBHBAIOT |
Gascrep na HBXA I TIBJIXAIIBX micixkn 4 anoMunucsoit Goinry,

Bmopuvnas ynaxoexa: 5 GIUCTCPOR BMCCTC € JIMCTKOM-BEIQ/BITICM HOMCINAIOT B KapTOIiIyio

HANKY- T ——
Yeaonus ornyexa | A TR
bes penena spava, ! ipw peai

Biajcien perncpanunoninoro Y0Crosepeinis i Hponiso/ e
AO CODPAPMA
yar. Mimenexkoe moccee 16, 1220 Codms, boinapus,

Hperemmmm norpedmreacit Ce/ryer manpan s, 1o apeey:

Hpescrasnrenerso AO Codapaa (Pecnybimka bosrapus) s Pecuybimge beagapycn,

1. Muuek, uep. 1 3aropo;uiii, 20-24, xab. 8. 15 srax, 220073, ven/axe: +375 17 242-82-
92.

Aspee mekrponnion nowrs: infol@sopharma.by.



