KbIPIbI3 PECMYB/IMKACbIHbIH AEMAPTAMEHT NEKAPCTBEHHOTO

OBECINEYEHWA
CAJIAMATTbIK CAKT -
|\/||/|H|/|CTF>1'||/|r|/||-|EOO N MEAVMUNHCKOU TEXHUKI
KAPALLTYY [IAPbI-JAPMEK MNP MUHNCTEPCTBE
XAHA MEAVUNHANBIK 30PABOOXPAHEHINA
TEXHUKANAP MEHEH KbIPIbI3CKOW PECITYBJ/TINKI

KAMCBbBI3JAHAbIPYY NEMNMAPTAMEHTN
720044, r. Buwkek, yn. 3-9 nuHu4, 25

720044, bwkek w., 3-Y NMHUA Kedecy, 25 Ten.: (996) 312 21 92 86. thakc: 21 05 08
Ten.: (996) 312 21 92 86, dhakc: 21 05 08 E_ﬁ;(:iifz dl)omt@pharm.i(;p K

E-mail: dlomt@pharm.kg www.pharm.kg

Ha Ne oT
K BHMMaHUIO CNeLnasiucToB 34paBooxpaHeHns !

PUCK pasB/ TS 0CTPOro NaHkpeaTuUTa 1 06HOBNEHHast MHoOpMaLIMS 0 pUCKax BO
BpEMSsi 6epeMeHHOCT M NPY NPUMEHEHNUN NeKapCTBEHHbIX CPeACTB, CoAep>KalLX

Kap6mma3on Wn Tmamason

[enapTaMeHT neKapCcTBEHHOro o6ecrneyeHUss U MeAULMHCKOW TEXHUKU Npu
MuHuCTepcTBe  3ApaBooxpaHeHusi  KbIprbiscko — Pecny6nuku — nMH(opmMupyet
CNeunannucToB 34paBOOXPaHEHNss O PUCKe pPasBUTUA OCTPOro naHkKpeaTuUTa npu
MPUMEHEHUN NEKAPCTBEHHbIX CPEACTB, cofepXXawmx Kapbumason win Tuamason,
cornacHo obpatleHno TOO «AumHo Kas», Merck KIMaA, 'epmaHns No cornacoBaHuio ¢
EBponeiickum MeguumMHCKUM AreHTCTBOM MO /IeKapCTBEHHbIM cpefcTBam (EMA) B
06nacTu 3paBoOXpaHeHNs

C uenblo oueHKM npobnembl 6e30MacHOCTU, CEKTOp Mo (hapMakoHaazopy AJ10 u
MT o6palLaeTcs ¢ NpocbOoii K cneLmannucTam 34paBooxXpaHeHNs 1 naymeHTam, coobLatb
0 NMoO6bIX MNOAO3PeBaeMbIX HEXenaTe/lbHbIX peakumax eKapCcTBEHHOrO CPeAacTB Mo
TeneoHy ropsyein nuHuM 4J10 1 MT 0800 800 26 26 1 yepe3 oHNaH KapTy-Co0ObLLEeHMe
Ha oduumansHom cainte A0 n MT npu M3 KP www.pharm.kg (py6puka
«(hapmakoHaaz3op» - «opma COO6LLEHNS O MOOOYHOW peakLnm»).

Mucemo —o6paweHne TOO «AumHo Kas»  Merck KlaA, K cneumanicTam
34paBOOXpaHeHNs KacaTeNbHO WCMOMb30BaHUA NpenapaTos Kapoumason uim Tuamason.
cofiep>Kallux neKkapCcTBEeHHbIX CPEACTB B NMPUIOXKEHUN.

B KbIprbI3ckoi Pecny6/ivke 3apernctpmpoBaHo 2 npenapaTa cofepxxatimnx
Trnamason:

1) Trpo3on® TabneTku, NOKPbITbIE NEHOYHOM 060104KOI 5 Mr, Mepk KIaA, MepmaHus
2) Tupo3on® TabneTku, NOKpbITble naeHovHor 10 mr, Mepk KIraA, MepmaHus

3amecTuTeNb ANpeKTOpa M.K. )kaHKopo30Ba

AxbaeBa, 21 92

0010529


mailto:dlomt@pharm.kg
mailto:dlomt@pharm.kg
http://www.pharm.kg
http://www.pharm.kg

DHPC Ha paty Tnamasona: 15 auBapsa 2019

MpsaAmas MeguUnHCKas npogeccMoHanbHash KOMMYHUKaLNS
ans

Twamasona / Tupasona®
(BHe EC)

Tema: JlekapCTBeHHbIE CPeACTBa, coAepKallue
Kap6vmason nnam Tmamasosn (CUHOHUM:
MeTuMason): (1) pucK ocTporo naHkpeaTuTa u
(2) o6HOBIEHHAA NHGOpPMaLMA 0 pUCKax BO
BpemMsi 6epeMeHHOCTH

3asaBuTesb: Merck KGaA
dpaHkdypTep LLTpacce 250
D-64293 OJapmwitagt
TenedgoH: +49 61 51-72 0
Tenegakc: +49 61 51-72 69 14
3NeKTPOHHas noyTa:
GlobalDrugSafety@merckgroup.com

JokTop bBywaH XaHHalis ©n [okKTop |7|OpKI/I
Talipy3s

ABTOp:
Crapwue MeAULUHCKNE aMpeKTopa
nobanbHas 6e30MNacHOCTb NaLMEHTOB

[LOKYMEeHT noanucaH B 3/1eKTPOHHOM Bufe

[ata 3Toro goKymeHTa: 15 sihsaps 2019
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YBaXkaemblii cneymannct B 061acTi 34paBoOXpaHeHus,

Merck Biopharma / EMD Serono no cornacoBaHnio ¢ EBpOMeickuM areHTCTBOM Mo
nekapcTBeHHbIM cpeacTBaM (EAJIC) m HaumoHalbHbIM KOMMETEHTHLIM OpraHoM, XOTenin Obl
COO0OLUMTL BaMm CrieaytoLLiee:

KpaTkoe nsnoxeHuve

(1) Puck ocTporo naHkpearturta
 OCTpbIil NaHKpeaTuT 6bia 3apPerMcTpupoBaH Nocne feveHns kapobrumasonom / Tamasosnom.

e Ecnn BO3HMKAET OCTpbI/i MaHKPeaTuT, feyeHre Kapbumaszonom / TuamasosioMm cnegyert
HEMeZ/IEHHO MPeKPaTUT.

* MMOCKO/bKY MOBTOPHOE BO3AEWCTBIE MOXET NPUBECTU K PELMAMBY OCTPOrO MaHKpeaTuTa, ¢
YMEHbLLIEH/EM BPEMEHM [0 Hauyana, 3TU NeKapCTBa He CreflyeT Ha3HauaTb MalyeHTaM C
OCTPbIM NaHKPeaTUTOM, B aHaMHe3e Noc/ie npuema kapmumasona / Tuamasona.

(2) O6HOoBNEHHast MHOPMALMS 0 pUCKax BO BpeMsi 6epeMeHHOCTH

o [pesnonaraercs, 4YTO KapbyMas3on ¥ ero akTWBHbLIA MeTaboNUT Tramasos Bbi3blBatOT
BPOXAEHHbIE MOPOKM Pa3BUTMA NpY BBELEHWM BO BpeMsi GepeMeHHOCTW, OCOGEHHO npu
npuemMe B NEPBOM TPUMECTPe 6ePEMEHHOCTM U B BbICOKMX 03aX.

e JKeHWWHbl C AeTOPOAHLIM MOTEHLUMANOM [O/MKHbI MPUMEHATb  3(EKTUBHbIE MepbI
KOHTpaLenLmy BO BPEMS JIeUeHNst Kapb1umMas3onom / TMamasonom.

 TNepTMpeo3 y GepeMeHHbIX CnesyeT afleKBaTHO NIeUUTb, YTOObI NPEAOTBPATUTL CEPbE3HbIE
OC/IOXKHEHMS! CO CTOPOHbI MaTepu 1 Noga.

» Kap6umason / Tmamason crnefyeT MPUMEHSATb TONbKO BO Bpems 6GepemMeHHOCTU rocne
CTPOroi MHAMBUAYANIbHOW OLEHKW NOJb3bl / PUCKA M TONIbKO B CaMOM HU3KOMN 3((eKTUBHOW
[03e 6e3 LOMNOMHUTENBHOTO BBELEHWNS FOPMOHOB LLMTOBUAHON Xenes3bl.

e Ecnv kapbumason / Tuamason WUCMonb3yeTcs BO Bpemsi GepeMeHHOCTM, peKoMeHAyeTcs
TWAaTeNbHbIA ~ MOHUTOPUHI  CO  CTOPOHbI  MaTepu, Naoga W HOBOPOXAEHHOTO.
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CnpaBoyHast MHhopMaLusi 0 Npobieme 6e30MacHOCTU

OCHoBHasi MH(opMaLUS

JlekapcTBeHHble Npenapathbl, COAepXalive Kapbyumason WM Tramason, MCMOMb3yHTCs Mpy
NEYEHNN TUNEPTMPEOD3a, B TOM UMCHE:

» KoHcepBaTVMBHOE NeYEHNE TMMNEPTUPED3a, OCOGEHHO MPW HEGOMbLLUOM WK OTCYTCTBYHOLLEM
300€,

* MoAroToBKa K onepawumu npu Bcex hopmax runepTmpeosa,

 MOAroTOBKA K /IEYEHWHD PafMOAKTMBHBLIM 1OOM, OCOGEHHO Yy MNALMEHTOB C TSHKENbIM
rNepTUPeo3oM,

* [poMeXXyTouHas Tepanus nocse NeYeHns pagruoaKTUBHbLIM HOL0M,

* MpornakTnyeckoe neveHve y NaumeHToB ¢ CyOKIMHUYECKUM TUMNEPTUPE030M, aBTOHOMHBIMM
afleHoMamMuM WM TUNepTMPeo30M B aHamHese, MNPV KOTOPbIX BO3AENCTBME ofa SABNSETCA
0693aTeNibHbIM (Hanpumep, UCCneaoBaHWe C MCMOMb30BaHWEM WOACOAEPKALLMX KOHTPACTHbIX
BELLIECTB).

PuUCK ocTporo naHkpeaTuta

BbiiM  MOCT-MapKeTUHIOBblE COOGLUEHNS 06 OCTPOM MaHKpeaTUTe C  MCMOMb30BaHWEM
NeKapCTBEHHbIX MpernapaToB, COAePXKalyX Kapb6yMason MAM Tuamaszon, a Takke BK/ouas
HECKO/IbKO C/ly4aeB, B KOTOPbIX Gblla MPOAEMOHCTPMPOBaHA NPUYNHHO-CNEACTBEHHAS CBSA3b.

XOTSi MexaHW3M HefOCTaTOYHO M3YYeH, HaMuMe CNyyaeB, COOOLLAIOLLMX O PELUAVBUPYHOLLEM
OCTPOM MaHKpPeaTUTe C YMEHbLUEHHbIM BPEMEHEM Hauyana Mocfie MOBTOPHOrO BO3AEWCTBMS
Kap61Ma3onom / Tamaso/ioM, MOXET YKasblBaTb Ha MMMYHOMOTUYECKNIA MEXaHW3M.

HemeaneHHoe npekpalleHVe NekapcTBEHHbIX MpenapaTtos, CoAepawyx Kapbumason /
Tamasos, TpebyeTcs y NaumMeHToB, Y KOTOPbIX Pa3BMBAETCA OCTPbIA MaHKpeaTUT nocne
BO3AENCTBMA Kapbumaszona wnn Tuamasona. Kapbumason / Tuamas3on He [O/MKEH OblTb
nepesanylleH, M NoCcTpajasluMe MNauWeHTbl JOMKHbI ObiTb MepeBefieHbl Ha anbTepHATUBHYIO
Tepanuio, Ha OCHOBE MHAMBWAYaIbHOW OLEHKM NOMb3bl / pUCKa.

CnepyeT nsberatb 11060ro NOBTOPHOIO BO3AEWCTBUS Kapbumasona / Tmamasona B Oygyliem y
MauMeHToB, KOTOpble B MPOLUIOM MEPEHECIN OCTPbIA MaHKpeaTUT € Kapbumaszonom unm
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TaMa30/10M, MOCKO/bKY 3TO MOXET MPMBECTMN K PeLMANBY, NOTEHLMAIbHO ONACHOT0 ANS XXU3HU
OCTPOro NaHKpeaTuTa, C yMeHbLLEHNEM BPEMEHMN A0 ero Havana.

WHdopmayms 0 npoayKTe Ana NeKapCTBEHHbIX CPEACTB, cofepyalimx Kapbumaszon / Tmamason,
Oyner  06GHOBNATLCA  COOTBETCTBYHOLWMM  06pa3om,  BKI4Yad  fobGaBneHWe  HOBOMO
NPOTMBOMOKA3aHUA K MPUMEHEHMIO Y MauUMeHTOB C OCTPbIM MaHKpeaTUTOM B aHaMHe3e mnocne
BBeJeHUA Kapbumasona unm Tmamasosna.

O6HOBMEHHAs NH(OPMAaLMA 0 PUCKAX BO BPEMS 6epeMEHHOCTM

[axke HecMOTpA Ha TO, 4YTO 3NWAEMMUONOTMYECKME [AaHHble OCTalTCH MPOTMBOPEUMBbLIMMU,
MOBBILLIEHHbIA PUCK BPOXAEHHbIX aHOMaMiA Gbln MOKa3aH B PETPOCMEKTUBHBLIX KOMOPTHbIX
NCCNEA0BAHMAX, KOTOPbIE XapaKTEPM3YHTCA cambiMX 60MbLUMMK FpynnaMun, NoABepraBLLMMACS
BO3AENCTBMIO KapOuMaszona / Tamasona B NepBoM TPUMeCTpe GepeMEeHHOCTU Ha CErofHALIHWI
[EHb.

Bkniag MaTepUHCKOro rmnepTpeo3sa B PUCK BPOX/AEHHbBIX aHOMa/IMiA HeJOCTAaTOUHO M3YUeH.

N3 anmaemMmnonornyecknx MCCnefoBaHUA MMEKTCA HEKOTOpble [aHHble O TOM, 4TO 6Gonee
BbICOKasi A03a Kapbumaszona / Tumamasona MOXeT OblTb CBfi3aHa C 00/Mee BbICOKMM PUCKOM
BPOX/AEHHbIX aHOMa/INIA, NO CPaBHEHUIO C 60/Iee HN3KOI [030M.

Bce [OCTyMHble Ha CErOAHAWHWUA [eHb MeTa-aHaiu3bl MOKa3an  MOBbIWEHHbIA  PUCK
BPOXAEHHbIX aHOManuiAi B CBA3M C MCNOMb30BaHWEM Kapbumasona / TMamasona BO BpemSs
6epeMeHHOCTN.

PesynbTaTbl fABYX 60/1ee KPYMHbIX PETPOCMEKTUBHBLIX KOTOPTHBbIX WCCNEfOBAHWA  Takxke
MOKa3bIBAKOT, YTO MEPEKHOYEHNE MEXAY Pa3/INYHBIMUA aHTUTUPEOUAHBIMI areHTamMm B TeYeHue
nepBoro TpMecTpa GepeMeHHOCTU He CMOCOBCTBYET BO3HMKHOBEHUIO CEPbE3HbIX BPOX/AEHHbBIX
MOPOKOB Pa3BUTHS.

MexaHn3m, nexalymini B 0CHOBe ambpuonaTnm kapbumason / Tmamason OCTaeTcsl HEU3BECTHBIM.

AHanmM3 CnyyaeB W3 CMOHTaHHbIX COOGLUEHWIA BbISIBU OMNPeAeNeHHY 3aKOHOMEPHOCTb
BPOX/AEHHbIX aHOManuii B CBSI3W C WCMOMb30BaHWEM Kapbumaszona / Tvamasona BO Bpems
6epeMeHHOCTN.

Aplasia cutis BpoXeHHble N YeperHo-nLEBbIE NMOPOKN PasBUTUA (aTpe3ns XOaH; SIMLEBOW
ancmopmsm) 6binv Hambonee 4YacTbIMU BPOXKAEHHLIMK MOpoKamn pas3sutusa. Kpome Toro,
HEeO4HOKPaTHO CO00LLanoch 0 APYrMX BPOXAEHHbLIX MOPOKax pasBUTUA, BKIOYAasA 3K30MGano,
aTpesvto  MULLEBOAR,  aHOMaIMKO  OM(a/lOMe3eHTEpUIbHOTO  MPOTOKa M [edekT
MEXOKESTYJ0UKOBOM MeperoposKu.

Mopasnstollee GOMbLUMHCTBO BPOX/AEHHbIX aHOManuii, CcoobLlaemMbix € Kapbumasonom /
TamasosioM, ObIf0 CBA3AHO C MpUYMeHeHMeM Kapbumasona / Tuamasona B NepBoM TpPUMeCTpe
6epemMeHHOCTH.

CONFIDENTIAL

INFORMATION 4/5



DHPC Ha gaty Trnamasona: 15 aHsaps 2019

MpuHUMas BO BHUMaHME BCEe MMEOLLMECS Ha CErOAHSALIHWIA [eHb A0Ka3aTeNbCTBa, YKEHLMHAM
[ETOPOAHOro BO3pacTa PEKOMEHAYETCA MPUMEHATb 3(PEKTVUBHbIE Mepbl KOHTpaLenuum BO
BPeMsi leYeHnst Kapo1Masonom / TMamasosiom.

MpvMmeHeHve kapbwumasona / Tuamasona BO BpeMsi 6GepeMeHHOCTU CredyeT COXpaHWUTb A/is
CUTyauuin, B KOTOPbIX OMpefeneHHas Tepanus OCHOBHOMO 3ab0/eBaHNs (TMPEOUAIKTOMUS Wn
NeyeHve pajmnoakTUBHbIM MOAOM) He noaxoAmna [0 GepeMeHHOCTM, a TakXxe B Cllyvyae HOBOro
BO3HVKHOBEHUSA / peuuanBa BO BpeMsi 6epPeMEHHOCTMW, a Takxe B C/yyae He3aniaHUpPOBaHHOM
6epeMeHHOCTN.

Kapbumason / Tmamason cneflyeT Ha3HayaTb TO/MbKO BO BPeEMsl GEPEMEHHOCTM MOCne CTPOroi
VHAVBWAYaIbHOW OLEHKW NOJb3bl / PUCKA U TOMBKO MPY CaMOM HU3KOM, BCe eLle 3(D(heKTUBHOM
YPOBHe [03bl 6e3 [ONO/HUTENIbHOrO0 BBEEHUS FTOPMOHOB LLMTOBWUAHOMN XXenesbl, NPUHUMAs BO
BHMMaHWE PUCKM MaTEPUHCKUX 3ab0neBaHUA U NpegnonaraeMblil TepaTOreHHbIn noTeHuman
Kap6umasona / Tnamasona.,

Korga Kap6ymason HasHauyaeTcs BO BpeMsi 6GepeMEHHOCTM, PEeKOMeHAyeTcs TaTeNbHoe
Ha6/MofIEHNEe CO CTOPOHbLI MaTepU, N1oaa ¥ HOBOPOXKAEHHOTO.

NHopmaums o NpoayKTe A1 NeKapCTBEHHbIX MPenapaToB, COAepXXalmMX Kapbumason uan ero
aKTVBHbIA MeTabonMT Tuamason, OyAeT COOTBETCTBYHOLIMM 006pa3oM OOHOBEHa, BK/HYas
[o6aBneHre pekoMeHAaumMm no MNpUMEHEHMI0 3MMEKTUBHBLIX Mep KOHTpauenuuMm BO Bpems
NeyeHus.

[M03BOHUTE ANA OTYETHOCTHU

KoHTaKTHasi MHhopMaL st KOMMaHMm

Ecnn Bam TpebyeTca fononHWUTeNbHaA MeAMUMHCKas MHgpopmaums o Tuamasone / Tupsone®
WM Bbl XOTUTE MNOAYYNTb OymMaxHyto konuio SmPC, obpatutecb K TOO «AuuHO Ka3»
Pecny6nuka KasaxctaH, 050010, r. Anmartbl, yn. berannHa 136 A. Ten./dakc: +7 727 291 61 51
Pab. Ten.: +7 727 330 94 77 (8H1015).
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