COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 15.12.2023 Ne 26341
CNENABATENEHOCT 0003)

Al
JIncrok-Braaawpim - nadlopma ! st

3omeTa®, 4Mr/5 M1, KOHUEHTPAT JJIsi IPUTOTOBJIEHUS! PACTBOPA AJIst MH(Y3Hii

JlelicTBy1o11I€€ BEUIECTBO: 30JIEAPOHOBAS KHCIOTA

Ilepen npuMeHeHMeM NpenapaTa MOJHOCTBIO NPOYUTANTE JTUCTOK-BKJIAAbIII, OCKOJIbKY
B HEeM COJlep:KaTcsl BaxHbIe I Bac cBeenus.

e CoxpaHure JTHCTOK-BKJIa bl Bo3MokHO, Bam noTpedyercs mpounTats €ro eue pas.

e Ecmu y Bac BO3HMKIIM JTOTIOJHUTENIBHBIE BOMPOCHL, OOpAaTUTECh K JedalleMy Bpaudy WM
pabOTHUKY alTEeKH UM MEIULIMHCKOM cecTpe.

e Ecnuy Bac Bo3HUKIHN Kakue-TuO0 HEKeNaTeIbHbIe PEaKkIny, 00paTUTECh K JIHaleMy Bpauy
WA paOOTHHUKY anTeKd WM MEIUIMHCKOW cecTpe. JlaHHas peKoMeHAanusi pacpoCTpaHsIeTCs
Ha JI00bIe BO3MOYKHBIE HEKEIaTeIbHbIE p€akuru, B TOM YUCJIC HC IICPCUNCIICHHBIC B Pa3aCiIc 4

JIMCTKAa-BKJIadbIIIa.

COJAEPKAHUE JIUCTKA-BKJIAIBIIITA

Yro u3 cebs MpeacTaBIseT npenapat 3oMeTa”, ¥ IS 4ero ero IPHMEHSIOT

O yem CJICAYCT 3HATDh IEpCd IPUMCHCHHUEM IIpCIlapaTa 30M6Ta®

[Ipumenenue mpenapara 3omera®

1

2

3

4. B03MOXHbBIE HEXEIATEIbHBIE PEAKIIUH
5. XpaneHue npenapata 3omera®

6

COI[ep)KI/IMOG YIAaKOBKHU U ITPOYNEC CBECACHU A

1. Yro u3 cebs npeacrapisier npenapar 3oMera® M IJIsl 4ero €ro NpUMEHsIIOT
Ipenapar 3omeTa® COMEPKUT NEHCTBYIONIEE BEMIECTBO 30JIEPOHOBAs KHCIOTA, KOTOpas
OTHOCHTCS K TpyIIe MpernapaToB M0/l Ha3BaHUEM «CPEJICTBA JUIs JIeUeHUs 3a00J1eBaHUs KOCTEH;

CPEICTBA, BIUSIOIINE HA CTPYKTYPY U MUHEpaTU3aInio Koctell; bucdochoHaTb.

IHoka3anus K NpUMeHEHUI0

3oneapoHOBas KUCIOTa 3aMeIJIsieT pa3BUTHE TNATOJIOTMUYECKUX HW3MEHEHUHW B KOCTIX |

HCIIOJIB3YETCS y B3POCIBIX MALIUEHTOB B BO3pacTe cTapiiie 18 et B cirydae pa3BUTHS CIETYIOIIUX

COCTOSTHUH.

e MeracTta3zbl B KOCTH NpHU 3JI0KAYECTBEHHBIX COJIMIHBIX OMyXOJsSIX (pak mpeacTareiabHOu
JKeJe3bl, paKk MOJIOYHOM Kelle3bl U JIPYyTrrue) U MHOKECTBEHHAs: MUEJIOMA, B TOM YHCIIE AJIs

CHM)XCHUA  PHCKAa IIAaTOJIOTMYCCKUX  MEPCIOMOB, KOMIIPECCHMH  CIIMHHOTO  MO3ra,



COOTBETCTEBYET 3KCNEPTHOMY OTHETY

oT 15.12.2023 N= 26341

TUIEepKAIbIIUEMUH, 00YCIOBICHHON OMyXOJIbl0, U Sl keI 4101 PeGHOETH BT OB eI

J'Iy‘-IGBOfI TCPpaIIuu UJIKU OINCPATUBHBIX BMCIIATCIILCTB HA KOCTHU.

L4 FI/IHepKaJ'IBI_II/IeMI/ISI, O6YCHOBJICHH3,$I 3JIOKAYCCTBCHHBIMU  OITYXOJIIMU (conepmaHHe

TbOYMUH-KOPPEKTUPOBAHHOTO KAJIBIUS B CHIBOPOTKE KpoBHU > 12,0 mr/mn [3,0 mmounb/m]).

Cnoco6 geiicreusi mpenapara 3omera®

30j1€1pOHOBasl KUCJIOTa JIEUCTBYET, CBA3BIBASCh C KOCTHOM TKaHbIO, U 3aMEIJIAET €€
MeTabomu3M. 30JI€IPOHOBYIO KHCIIOTY MPUMEHSIIOT I CHIDKEHUSI YPOBHSI KAJIBIUS B KPOBH,
KOI'Jla OH SIBJISIETCS CJIMIIKOM BBICOKHM BCIIEACTBHE IMPUCYTCTBHUS OMyXoiu. OMyXoJid MOTYT
YCKOPATh HOPMAJbHBIA MeTabO0JIM3M KOCTHOM TKaHM, IOTOMY KOJIMYECTBO KaJbIus,

BBICBOOOKIAEMOT0 U3 KOCTEH, YBEITUIHBACTCS.

Ecnmu y Bac ectp kakue-nmu0o BOIPOCH MO MOBOIY MPHYUH, IO KOTOPHIM Bam ObuT HazHaueH

JAaHHBIN JIeKapCTBEHHBIN Mpenapar, 3a1aiTe ux Bamemy Bpauy.

Ecnu ynyurienue He HacTynuiio Wik Bel uyBCTByeTe yXy/IIeHHe, HEOOXOAMMO O0paTUThCs K

Bpauy.

2. O ueM ciaeayer 3HATh mepe] NpuMeHenueM npemnapara 3omera®

TiaTenpHO BBHIMONHANTE PEKOMEHAANNH Jieyanero Bpada. OHM MOTYT OTIMYATHCS OT OOIIeH

nH(OpPMAIIUU B 3TOM JIMCTKE-BKJIA IBIIIIE.

IIporuBonokasanus

He npumensiiite npenapar 3omera®:

e cciu y Bac aimeprust Ha 30J7€IpOHOBYIO KUCTIOTY, Apyrue 6uchochoHaThl UK Ha JF00bIE
Jpyrre KOMIIOHEHTHI Ipernapara (epeurciieHHbIC B pa3jiese 6 JIMcTKa-BKIIa IbIIIa);

e ccnu y Bac Hapymienue GyHKIIUHM MOYEK TSHKEIOW CTerneHu (KIupeHc kpeatnHa meHee 30
MJI/MUH);

e eciu Bel GepeMeHHbI UM KOPMUTE TPYIbIO.

Oco0ble yka3aHusi H MepbI IPEA0CTOPOKHOCTH
Iepen npuMeHeHHeM TpenapaTa 3oMeTa®™ IPOKOHCYILTHPYHTECH C JIeYalliM BPAdOM:

e Ecnu y Bac umerorcs wiy uMenuch B MPOILUIOM HapylleHus QyHKIUU TOYEK.

L4 Ecimu y Bac BO3HHKAIOT WK BO3HHUKAIH B nponuioM 6OJ'IL, OTCK HJIM OHCMCHUE YCIIOCTH,
NN «OIIYHICHUEC TAKCCTHU B UCIIIOCTH» 0o YBCINYCHUC ITOJABUKHOCTH 3y6a WK Apyrue

CHUMIITOMEI CO CTOPOHEI ITOJIOCTH pTa.

L Ecnmu Ber MMPOXOAUTE JICUCHUEC Y CTOMATOJIOTa NI Bam 3allJITaHUPOBaHa CTOMATOJIOTHUYCCKas

2
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onyuacttrépatiitipenaparon Solre )

orepanusi, CKa)XHUTe CTOMAToJIOTy, uTo Bl

e Ecnu Bl oTMeuaeTe Wi OTMEYald B MPOILJIOM CKOBaHHOCTh, OOJIE3HEHHOCTh W 00Jb B
CycTaBax M OTpaHUYCHUE JBIKCHUHN (B 0COOEHHOCTH, Ta300€APEHHOr0 CyCcTaBa Ui Oepa)
1160 60716 B 00JIaCTH HAPYKHOTO CIIyXOBOTO IIPOXoja, coodmmmurte 06 s3Tom Bamemy Bpady,
TaK Kak 3TO MOXXET ObITh NMPU3HAKOM 3200JIeBaHHS KOCTEH, Ha3hIBAEMOT'O OCTCOHEKPO30M

(HOBpC)KI[CHI/IC KOCTHOM TKaHHU BCJIICACTBHUEC CHHMXKCHUS ITPUTOKA KPOBHU K KOCTHM).

Jlo Hayasa nedeHns npenapatom 3omeTa® peKoMeHIyeTCs IPOHTH OCMOTP Y CTOMATOIIOra, a BO
BpeMsl JICUCHHS ClIeyeT n30eraTh MHBA3WBHBIX CTOMATOJIOTHYECKHUX BMEIIATEILCTB. BaxHO
coONroAaTh TUTHEHY IMOJIOCTH PTa, PEryJIsSpHO YUCTUTH 3yObl M IPOXOAUTH OCMOTPHI Y
cromatosiora. Eciu Bo Bpems Tepanuu IpemapatoM 3omera® Bbl 3amernte Kakue-au6o
CUMIITOMEBI CO CTOPOHBI TIOJIOCTH PTa, TAaKHWE KaK YBEIMYCHUE TOJIBIIKHOCTHU 3y0a, 3yOHast 00JIb,
OTeK JTM00 HE3a)KMBAIOIIME PAHbI UJIH BBIICICHHUS, HEMEIJICHHO COOOIIUTE 00 ITOM.

Bam Bpau Oynet peryinsipHo npoBepsATs Bamry peakuuio Ha nedenue. [Ipexae uem Bol HauHeTe

®

MoJIy4arh Ipenapar 3omeTa , OH Ha3HAa4YuT Bam ananu3sl KpOBH.

Bo n30exxanue 006e3BokMBaHus, epe]] MpoBeAeHneM nH¢py3un Bam HyxkHO OyneT ynotpedisiTh

A0CTAaTOYHOC KOJMYCCTBO KUAKOCTU B COOTBETCTBUH C MHCTPYKIHUAMU Bpaya.

Eciu Bel nonyudaere npenapat Axinacta®

, KOTOPBII COJIEPIKUT TO K€ aKTUBHOE BEIIECTBO, UTO U
npenapar 3omera®, 1u6o moboi apyroit Guchocdonar (mpemapar Toro xke kiacca), Bel He

JOJIKHBI OTHOBPEMCHHO C HUM IIOJIYy4UaTh Iperapar 3OMeTa®.

Eciu x Bam oTHOCHTCS 4TO-MMOO M3 NEpeUYUClIeHHOro, cooluure 00 3ToM Bamemy Bpauy,

IpekK/e YeM HaUMHATh TEPAIUIO IIpernapaToM 30MeTa.

YV HalueHToB, MOMydYaBLINX MpenapaT 3omeTa™, OTMEUaINCh MOHMKEHHbIE YPOBHH KasbIlUs B
KpPOBH (THUIOKATBIIMEMHUS), YTO WHOTJA MPUBOIUIO K MBIIIEYHBIM CHa3MaM, CyXOCTH KOXH U
OIIIYIIIEHUIO AOKCHHS B KOXKe. Takke 0OTMEHaIMCh HEPETYISIPHBIA PUTM CEPJICUHBIX COKPAIICHHI
(apuT™MHUsI), CYIOpOTH, CHa3Mbl M TOACPTUBAHUS MBI (TETaHUs), BBI3BAHHBIC TSKEIOU
TUIIOKaJbIMEMUEN. B HEKOTOPBIX CllydasiX TMIOKAIbIIUEMUSI MOKET NPEJCTABIATh YIPO3Y IS
*u3Hu. Ecnu y Bac yxe nmeercss runokaliblieMusi, TO 10 Hadaja IPUMEHEHUs Ipenapara

3omera® ee HEOOXOAMMO CKOPPEKTHPOBATH. BaM HazHAuaT MpenapaThl KalblHsg U BUTaMUHA D.

Ecnu x Bam oTHOCHTCS 4TO-TMO0 U3 IEPEUNCIEHHOT0, HEMEJIEHHO coo01uTe 00 3ToM Bamemy

Bpauy.
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(MOCNEOCBATENEHOCTE 0003)

JeTH 1 MOAPOCTKHU

He naBaiite mpenapar aetsim B Bo3pacte ot 0 10 18 et BcnencTBue pucka HedHEKTUBHOCTH U
BepOATHOI Hebe3onacHoCTH (6e30macHOCTh 1 2((HEKTHBHOCT MPUMEHEHKs npenapara 3omera®™

y JIeTel B Bo3pacTe 10 18 J1eT He yCTaHOBJICHBI).

Jlpyrue npenaparsl 4 npenapart 3omera®
Coo0muTe JevanieMy Bpady O ToM, uTo Bbl nmpuHuUMaere, HeTaBHO MPUHUMAIN WM MOXKETE
HavaTh MPUHUMATh KaKue-Tu00 Apyrue npernaparsl.

Bamemy Bpauy 0co6eHHO Ba)KHO 3HATh, eclii Bbl Takke nmosyyaere:
e  [Ipenaparsl IS JICUCHHUS TSDKEIBIX HHPEKIHMH (AaMHHOTJIMKO3H/IbI),

e qpenapar Uil JIEYEHUS MOCTKJIMMAKTEPUUYECKOIO OCTEONOopo3a M TUIEpKAIbLIMEMUN

(KaaBIMTOHKH),

e qpenapar Juisd JICYEHUs ONPEIEICHHOIO 3JI0KaueCTBEHHOr0 HOBOOOpa3oBaHUsS KPOBH C
MOpaXEHUEM KOCTel (TalUIOMHU]T) WK JIFOOBIE IpYTHe Mpernaparhl, CIOCOOHbIE OKAa3bIBATh

BpPEJIHOE BO3JECHCTBUE HA MMOYKH,

e Tpemaparthl IS JICYCHHS BBICOKOIO apTEPUAIbHOTO MABIICHHS WJIM OTCKOB (IICTJICBBIC
JUYpEeTUKU) M Jpyrue Impenaparbl, CHIKAIOIIKWE YpPOBEHb KajblLUs, MOCKOJIbKY B
KoMOuHamu ¢ 6ucochoHaTOM OHM MOTYT BBI3BATH CIHIIKOM 3HAYUTEIHHOE CHIKCHHE

YPOBHSI KaJIbIMsI B KPOBH,

° npemnaparbl, KOTOPBLIC MNPUBOAAT K CHWXXCHUIO BACKYJApHU3AllUKM W YTHCTCHHIO POCTA
OITyXOJI (aHTI/IaHI‘I/IOFeHHHC HpenapaTLI), AJId JICHCHHUS paKa, IOCKOJIbKY KOM6I/IHaI_II/I$I
TaKHUX IIpeIIapaToB € NpcruapaToM 3OMeTa® MOKET YBCIIMUUBATH PUCK NOPAKCHUA YCIIIOCTHU

(ocTeoHekpo3a).

Ecnu Bel He YBEPCHBI, IPUMCHSCTC JIN Br1 kakoit-nmu6o u3 npenaparos, NNEPEUNCICHHBIX BBIIIC,

cpocute 06 5ToM y Barero nedariero Bpava.

BbI Tak:ke J0JKHBI COOOIUTE Bpady, eciii Bul yke mpuMeHseTe mpenapar 3omeTa”, 1 BO BpeMs

nedenus npenaparoM 3omeTa® BaM BbINICaH HOBBIH JIeKapCTBEHHBIH TIpenapar.

bepeMeHHOCTH U I'PyAHOE BCKAPDMJ/IUBAHUE
Ecnu Bl 6epeMeHHbI WM KOPMHUTE TPYIblo, AyMaeTe, yTo 3a0epeMeHeNH, Ui IUIaHupyeTe
OepeMeHHOCTb, Mepes HayaloM INPUMEHEHHUs Mpenapara MPOKOHCYJIbTUPYHUTECh C Jedalium

BpauoM. He npumensiite npenapar, eciii Bol 6epeMeHHbI WU KOPMUTE IPYIbIO.
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yl'lpaB.]'leHlfle TPAHCIIOPTHBIMHU CpEeACTBAMUA U paﬁoTa C MEXaHU3IMaMH

[penapar 3omera®

MOKET CHM3UTh Bame BHHMMaHue. MOTyT BO3HUKHYTb HEKOTOpBIE
HE)KeJlaTeJIbHbIE PEaKlUd CO CTOPOHBI HEPBHOM CHCTEMBI, B TOM YHCJE TOJIOBOKPYKECHHE.
[Toaromy ybenurecs, uto Bl 3Haere, kak Bbl pearupyere Ha npenapar, Mpexkae YeM CaJuThCs
3a pyJb WM II0Jb30BaThCcsl MexaHW3Mamu. Eciu coMHeBaerech, NPOKOHCYJIbTHUPYHUTECH C

BpauoM.

3. Ipumenenue npenapara 3omera®
Bcerna npumMensiite npenapat 3omeTa”® B HOJHOM COOTBETCTBUH C PEKOMEH IAIIUSAMH JICUAIIETO

Bpaya. [Ipu nosiBjeHNN COMHEHNH TOCOBETYHTECH C JIEYAll[UM BpayoM.

Pexomennyemas 103a
OO6branas no3a cocrasisiet 4 mr. Eciin y Bac umerorcst Hapymenust GyHKIMY o4yek, Bamr Bpau

MOYKET Ha3HA4YNUTh Bam OoJiee HU3KYIO 103y, B 3aBUCHMOCTH OT TSDKECTH HAPYIICHUH.

IIyTh 1 (114) cocod BBeeHUs
IIpenapar 3omeTa® H0MKEH BBOAUTH TOIBKO KBATH(DHMIMPOBAHHBIA MEIUITMHCKHIL HEPCOHA C
OTIBITOM BHYTPHUBEHHOTO BBe/IeHUS OncochoHaTos.

[penapar 3omera®

OOBIYHO MPHUMEHSIOT MYTE€M BHYTPUBEHHOIO KamleJIbHOI'O BBEICHMS
(ur(y3ueit) NTUTENPHOCTBIO HE MeHee 15 MHUHYT; MpermapaTr cleayeT BBOIUThH B BHJIC
OTJIEIbHOTO PAacTBOpa /Jisi BHYTPUBEHHOW MH(QY3UH C MOMOILIBIO OTIEIbHONW HH(Y3HMOHHOU

CUCTCMBI, 4EPE3 KOTOPYIO HE BBOAATCA APYTHUEC JICKAPCTBCHHBIC ITPEIIapaThl.

KpOMe TOro, €Ciin 'y Bac mer 1 HUIICPKAJIBIIUCMUU, Be1 Takke 6yz[eTe CKCIAHCBHO IIOJIy4YaTb

npenaparsl KaJIbIUA 1 BUTaMHUHA D.

[IponomkuTenbHOCTh Tepanuu Memacma3zvl 8 KOCMU CONUOHBIX 3/I0KAYECMBEHHbIX ONYXoell U
MHOIHCECMBEHHASL MUETOMA Y 83POCILIX U NAYUEHIO8 NOHCUN020 B03PACMA

Pexomenayemas no3a cocrapisieT 4 Mr KaxkJiple 3-4 HEAeNu.

T'unepranvyuemus, 00ycio61eHHAsL 310KA4eCMBEHHbIMU ONYXOJISAMU, Y 83POCAbIX U NAYUEHIO8
NOACUTI020 803PACA

PexomenyeMast oqHOKpaTHO BBOJMMAsI 103a MpernapaTa COCTaBISAET 4 MT.

Yactoty nHdys3uii onpenenut Bar Bpau.

Ecaun Bol npumenuian npenapara 3omera® 6oJible, 4eM cJ1e10BaJI0
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enns i WitteHiy B { 110 ek Bdtiotas

YV Bac MOTyT BOBHUKHYTb 3JIEKTPOJIMTHBIE HAp

TsbKenoe HapyueHue. Eciau Bam BBenu npenapar B 03¢ BbIIIE PEKOMEHI0BaHHOM, Bamr Bpay
JIokeH 3a Bamu tmarensHo HaOmomate. MoxkeT moTpeOoBaTbcs BBEAEHHE IIPEMNapaToB
KaJblMA B BUIEe MH(Y3HOHHOrO pacTBopa. [Ipu Hanu4yuu BOpocoB 1o MPUMEHEHUIO ITpenapara

oOparurech K jedalieMy Bpauy.

4. Bo3MOKHbIe HesKeIaTeIbHble peaKkuu

[To0o6HO BCceM JIGKAPCTBEHHBIM —Mperaparam Iipenapar 3oMeTa® MOXET BBI3bIBATh
He)KellaTeJIbHbIE PEaKLuH, OTHAKO OHU BO3HUKAIOT HE Y BCEX.

Ecnu y Bac BO3HUKHYT cephe3HbIE HE)KeNaTelIbHbIE PEAKLH, YKa3aHHbIC HIKE, HeMedJIeHHO
€o001IMTe 0 HUX Bpayy.

Yacro (MoryT Bo3HHKaTh y MeHee yeM 1 marmenra u3 10):

o Pe3y.HBTaTBI aHaJIn3a KpPOBH, YKa3bIBAKOIIMEC HA HN3MCHCHUC (bYHKI_II/II/I IIOYCK (BBICOKI/Iﬁ

YpOBEHb KPEaTHHHUHA), MOTYT OBITh IPU3HAKAMH HApyIIEHUS (QYHKIIUHU MTOYEK.

e ['osioBHag 0o0ab U FpHHHOHO,I[O6HLIﬁ CUHAPOM, BKJ'IIO‘IaIOH_II/II‘;I JIMXOpaAKy, HOBBINICHHYIO
YTOMIISIEMOCTD, CJ'Ia6OCTB, COHJIMBOCTbD, 03HO0O ¥ 00JIb B KOCT:X, CyCTaBax W MbIIIAX MOT'YT

OBITH IPU3HAKAMH PEAKIIMU OCTPOIl (Passl.
e Huskuii ypoBeHb KaJIbIHA B KPDOBU MOXKET OBITh MPU3HAKOM THITOKAJIBIIUEMHH.

Heuacto (MoryT Bo3HHKaTh y MeHee 4eM | manuenta u3 100):

e Boub BO pTy, 3y0ax W/WiIH YEITIOCTH, S3BbI WIIM HE3)KUBAIOIIUE S3BBI BO PTY WU BBIICICHHUS,
OTEK, CyXOCTh BO PTy, OHEMEHHE MJIM YYBCTBO TSHKECTH B YEITIOCTH HITU PacIaThIBaHUE 3y0OB
- 9TO MOTYT OBITh NPU3HAKHU TTOBPEXKICHUS YEIIOCTH (OCTEOHEKPO3 YEIIOCTH).

Penko (MoryT Bo3HUKaTh y MeHee ueM | manuenta u3 1000):

e [lokpacHeHue W/Miau OTEK IJa3a, CONMPOBOXKAAIOIIMECS OO0JIbI0, MOTYT OBITH NPU3HAKAMU

yBEHTa.
e 3aboJeBaHue JETKUX (MHTEPCTUIIMATBHOE 3a00JICBAHUE JICTKUX).
Ouenb peako (MoryT BO3HHKaTh y MeHee yeM 1 maruenta uz 10000):

e Hapacratomas 60y B ylIax MOXeT ObITb IIPU3HAKOM OCTEOHEKPO3a HAPYKHOTO CIIyXOBOTO
KaHaJja.
Hen3BecTtHo (ucxoas U3 HUMEIOIMXCA JaHHBIX YacTOTy BO3HUKHOBEHHS OIPENEIUTh

HEBO3MOJKHO):

L4 AHa(I)I/IJIaKTI/I‘-ICCKaﬂ peaKknus NpeaACTaBIsACT c000¥ OCI0KHEHUE annepmqecxoﬁ pCaKkuuu u

6
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XapakTepusyercs MOSBJICHUEM 3yJsIlell KpacHOi chinH e OnpoRd %ﬁ"bﬁ&%ﬂ%}l,

OJIBILIIKOM, 3aTPyAHEHHBIM JAbIXxaHueM. Tsbkenod (opmoil aHaMIaKTUYECKOH peakuuu
SBIISICTCS aHA(PWIAKTHYECKUNA IIOK, TPH KOTOPOM OTMEUAeTCS PE3KOE CHUKCHHE
apTepUaIILHOTO JIaBJICHHS, TOJOBOKPY)KCHHE, NPEIOOMOPOYHOE COCTOSHUE, pa3BUTHE
TaxuKapJuu, OpOHXOCIIa3M, CITyTAHHOCTh CO3HAHUS U TPEBOXKHOCTb.

e UYacTMYHOE WM TIOJHOE TMOKPAaCHEHHE TJA3HOTO s0JI0Ka, OO B TJia3ax, CBETOOOS3Hb,
CWJIBHOE CJIC30TCUCHHUE, CHIDKEHHE OCTPOTBHI 3PEHHUS MOTYT OBITh IpHU3HAKAMU
BOCTIAJIUTENIBHBIX 32a00JIEBAHUH TJ1a3, TAKUX KaK AMHUCKJICPUT U CKIICPHT.

e boms, cmabocts nnu auckompopt B 6enpe, Ta300eIpeHHOM CYyCTaBe WM B TTaXOBOM 00JIacTH

MOTYT OBITh IPU3HAKAMHU aTUIIUYHOTO MepesioMa OepeHHON KOCTH.

e HeperynspHblii cepJeUHbIil pUTM MOXET ObITh MPU3HAKOM (HDUOPUILIALINS TTPEICEPIUH.

Ecau y Bac BO3HUKHYT HCXKCJIATCIIbHBIC PECAKIIUU, YKA3aHHBIC HUKC, COOﬁ]J.[I/ITe 0 HMX Bpauy.

Ouensb yacTo (MOryT Bo3HUKATh y Oosee yeMm 1 manumenta u3 10):
e Huskwuii ypoBeHs hocdara B KpoBH.

Yacro (MoryT Bo3HHKaTh y MeHee yeM 1 marmenra u3 10):

e [lokanbiBaHME UJIM OHEMEHHUE B KUCTAX PYK WM CTONAX (Iapecresus).

e Bricokoe apTepuanbHoe AaBieHUE (apTepUAIbHAS TUIIEPTEH3US ).

e OmyxaHue KUCTEH PYK, JIOABDKEK WK CTOM (TMeprudepruyecKuii 0TeK).

e Hapymenus cha.

e JKenynouyHo-KuIlleuHbIE HAPYLIEHUS, TAKHE KaK TOIIHOTA, PBOTA, 3all0p U MOTEPs aIlleTUTa.
e Hu3skoe 4MciI0 3pUTPOLIUTOB (aHEMUS).

e boub B KOCTSIX, CyCTaBax U MBIIIIAX, a TAK)KE Te€HEepaJIn30BaHHas 00JIb.

e (CKOBaHHOCTH B CyCTaBax.

e KOHBIOHKTUBHUT, KaK U B Cllydae IpUMEHEHHUs Apyrux oucdocdonaToB (rpymnma rnpenapaTos,

K KOTOpPO# MpuHaIeKUT penapat 3omera®).
e [loTnuBOCTH (THUTIEPTHAPO3).

Heuacto (MoryT Bo3HHKaTh Yy MeHee 4eM | manuenta u3 100):
e l3MeHeHus QyHKINU MMOYEK, BKIIIOYAS TSDKEIIOE HapylleHne pyHKIMU moyuek. Mi3BecTHo, uTO
N0JI00HBIC M3MEHEHHUS TPOUCXOIAT U Ha (POHE NMPUMEHEHHUsS JPYTHX MpPEnapaTtoB IaHHOTO

tuma. Takxe oTMe4aanucCh cilIydan 3a00JIeBaHUS TOYEK.
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® PeaKI_[I/II/I TUIICPUYYBCTBHUTCIBHOCTH.

e Huskoe apTepualibHOE 1aBJICHHE.

e boub B rpyau.

e KoyxHbIe peakiuy (OKpaCHEHUE U 0TEK) B MecTe HH(Y3UH, ChIIb, 3Y/I.
e (OppIika.

e ['0n0BOKpyKEHHE.

e Jluapes.

e Huskoe 4Kcio JeHKOIMUTOB U TPOMOOIIUTOB.

o Huzkuii YPOBCHBb MAaruus v Kajius B KPOBH. Bam Bpad 6y,[[eT CJIICAUTD 3a OTHUMH IIOKA3aTCIIIMHU

Y IIPUHUMATh HEOOXOAUMBIE MEPHI.
e Hapymenue Bkyca.
e JIpoxXs.
e TpEeBOXKHOCTS.
e HeueTrkocTb 3peHUs.
e bousb B KHUBOTE.
e JluckomMdopT B )KUBOTE MOCIE Ebl.
e VYBeIMUYEeHHUE MacChl TeNa.
Peako (MoryT Bo3HUKATh y MeHee yeM | marmenta u3 1000):
e Ortek, B OCHOBHOM JIMIIA U rOpJIa.
e Bricokuil ypoBeHb Kallus U HATPUS B KPOBHU.
e Huskas yactora cepIeYHbIX COKpPAIICHUM.
e CHyTaHHOCTbh CO3HAHMSI.
e ['punmnonosoOHbIE CUMIITOMBI, BKJIOUYasi apTPUT U OTEKH B 00JIACTH CYCTaBOB.
e Hapymenue pyHKINN MOYEK, Ha3bIBaeMoe CUHIPOMOM DaHKOHHU.
Ouenb peako (MoryT Bo3HHUKaTh y MeHee ueM 1 marmenta u3 10000):

e OOMOpPOK BCIIEACTBHE HU3KOTO apTEPUATIBLHOTO JABICHHUS.
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o OB JHi} 0003y
e Tspkenas 00JIb B KOCTSAX, CyCTaBax M MBIIIIIAX I/IHOFI[aq/T'FIR'aEIJI]:Z');IW'iﬁ'D\;I;gIJI_IIH-l DCTE 0003)

e COHJIMBOCTb.

e HeperynsapHblii pUTM CEpICUHBIX COKpAIICHUIN (aPUTMHS).

e Cynoporu. Ecnu y Bac BOBHUKHYT 3TU CUMIITOMBI, HEMeJIEHHO COOOIIUTE 0 HUX Bpayvy.
e OunemeHue (TUNIECTE3US).

e Cnasmbl U mnogepruBaHus Mbll (Tetanus). Ecam y Bac BO3ZHUKHYT 3T CHMIITOMBI,

HeMe/IJIeHHO COODIIUTE 0 HUX Bpayy.
e 3arpyIHEHHOE JbIXaHHUE C XPUTIAMU WM KalLICM.
o Tspkenmas aJuieprudeckasi peaxiius.
e 3yndas Chlib.

I[pyrne 6I/IC(1)OC(1)OH3.TBI MOTYT BBI3bIBATb 3aTPYAHCHHUS JbIXaHUA Y ITAHUCHTOB C 6p0HXI/IaJ'ILHOI71
aCTMOﬁ, Y KOTOPBIX UMCCTCA aJlJICPIrUd Ha aCIIMPUH. OI[HaKO Ha q)OHe INpUMCHCHHA IIpCIlapara

®

3oMeTa MOAOOHBIX CIy4yaeB OTMEUYEHO He ObLIO.

MoryT BO3HUKATh HEOOBIYHBIC TIEPEIOMBI OEIPEHHOM KOCTH, OCOOCHHO Y MAIlHEHTOB, KOTOPHIE
B TEYCHHUE IJIUTEIBHOIO BPEMEHHM IIOIY4arOT TEPAIUI0 IO MOBOAY octeornoposa. Eciau Bel
o4yyBcTBYyeTe 00Jib, c1aboCcTh UM JuckoMdopT B Oeape, Ta300epeHHOM CyCTaBe WM Iaxy,
coobmuTe 00 3TOoM Bamemy Bpaudy, Tak Kak 3TH CHMITOMBI MOTYT SBJIATHCA PaHHUMHU

IpU3HAKaMU BO3MOKHOTO MepenoMa OeIpeHHON KOCTH.

CooluieHue 0 HexKeIaTeIbHBIX PeaKIusAX

Ecin y Bac BO3HHKalOT Kakue-InOO HeXellaTeNbHblE PEaKIMH, MPOKOHCYJIbTUPYHTECH C
BpauoM. J[aHHas peKOMEHJalMs paclpOCTPaHSAETCs Ha JHObIE BO3MOXKHBIE HEKEIATEIbHbIE
peaKIMHy, B TOM YUCJIE HA HE TIEpEUNCIIEHHBIE B IUCTKE-BKIIabIIIe. BbI Takke MoXkeTe COOOIIMUTh
0 HEXeJIaTeNIbHBIX PEaKIMAX HaANpsSMYI0 4epe3 CHUCTeMYy COOOLIEHMH rocylapcTB — UJIEHOB
EBpazniickoro 3K0HOMHUYECKOT0 CO03a.

CooOmrasi 0 HexenaTeNbHBIX pPEaKIUsAX, Bbl moMoraere Moixy4uTh OOJbIIE CBEACHHUH O

0€30IacHOCTH Ipernapara.

Poccuiickas @enepanusa

®denepanbHas cityx0a 1o Haa30py B cdepe 3ApaBOOXpaHEeHHUs

Anpec: 109012, r. MockBa, CriaBstHCKasl TUI0IIaab, 1. 4, ctp. 1
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DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIIEKOMMYHHUKAITUOHHON cetu «AnTepHeT»:

https://www.roszdravnadzor.gov.ru

PecniyOsnmka Kasaxcran

PI'TI na IIXB «HauuoHaJIbHBIN LEHTP 3KCIEPTU3BI JEKAPCTBEHHBIX CPEICTB U MEAULMHCKUX
u3nenuity Komurera MeaMUIMHCKOTO W (apMaleBTUYECKOro KOHTposis MuHHCTEpCTBa
3apaBooxpaHeHus Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrana, yn. A. manosa, 13, 4 stax

Tenedon: +7 7172 235 135

OnextponHas noyvra: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz

Caitt: www.ndda.kz

PecnyOnnka ApMeHus
«HAVYHBIN HEHTP 5KCITEPTU3BI JTJEKAPCTB 1 MEJUIIMHCKNX TEXHOJIOTU
M. AKAJIEMUKA 5. TABPUEJISIHA»

Anpec: 0051, r. Epesan, nip. Komuraca 49/5
Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05
DnektponHas mouta: naira@pharm.am; vigilance@pharm.am

Caiit: www.pharm.am

5. Xpanenue npenapara 3omera®

XpanHure npenapaT B HEIOCTYITHOM JUIsl JIeTell MecTe Tak, 4TOObl peOEHOK HEe MOT YBHJIETH €TO0.

He nmpumensiite mpenapar rnocjie UCTeueHus Cpoka roJHOCTH (CpoKa XpaHEHHs ), YKa3aHHOTO Ha
KapTOHHOHM TMayke iU 3TUKeTke (rnakoHa mocne «[oger mo:». [laTol ucreueHHs cpoka

TOJHOCTH SIBJII€TCS MOCJIEIHUM JEHb JaHHOTO MECsLa.
Xpanute npenapar npu temneparype He Boie 30 °C.

He BrIOpaceiBaiiTe (He BEUIMBANTE) MpemapaT B KaHATU3AIUIO. Y TOYHUTE Y PAOOTHHUKA allTeKH,
KaK CJelyeT yTUIU3UPOBaTh (YHUUTOXKATh) Mpenapar, KOTOPhIi OolbIile He MOTpedyercs. DTu

MEPBI MO3BOJIAIOT 3aLIUIIATE OKPYXKAIOLIYIO CPENLY.
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6. Conep:xkuMoe YNaKOBKH M NIPOYHe CBeIeHMS

IIpenapar 3omera® comepKUT:

JIelCTBYIOIINM BELIECTBOM SIBJISIETCS 30JIEIPOHOBAs KUCIIOTA.

5 MJI KOHIIGHTpaTa coJiepKaT 30JICIPOHOBON KMCIOTHI MOHOTHAPAT 4,264 Mr (3KBUBAJICHTHO
30JICAPOHOBOM KHCI0TE Oe3BOIHOM 4,0 MT).

BcnomoraTtenbHbIME BelleCTBaMU SIBIISIFOTCS:

Mannuron

Hatpus uurtpara quruapar

Bona nist nuaneximin

Buemnuii Bua npenapara 3omera® u cogepKuMoe yIIAKOBKH

KoHueHTpar 17151 IpUroToBiieHUs pacTBOpa A MHQy3uil.

[Tpo3paunblii O€CLBETHBIN pacTBOp.

[To 5 M mpenapata B OeclBETHBIN TUIACTUKOBBIA ()IAKOH, YKYIOPEHHBIH CEepoil pe3nHOBOM
npoOKoi, OOKaTaHHOM alIOMUHHUEBBIM KOJIMAYKOM C IIJJACTUKOBOW  OTILEJIKHBAOIIEHCS
kpbiiikoi. o 1 ¢aakoHy BMecTe ¢ IMCTKOM-BKIIAJBIIIEM B KapTOHHYIO Mayky. Jlomyckaercs

HAJIMYNUEC KOHTPOJIA MEPBOI0 BCKPLITHUA HA KapTOHHOfI ITaykKe.

Jepxarenb perucTpallMOHHOI0 y10CTOBEPEeHUs

[IBeinapus

Hogapruc ®apma AT / Novartis Pharma AG

JIuxTmtpacce 35, 4056 bazens, IlIBetinapus / Lichtstrasse 35, 4056 Basel, Switzerland

IIpousBoauTenn

[IBennapus

Hogapruc ®apma Iteiin AI' / Novartis Pharma Stein AG

[ladpdxaysepmrpacce, 4332 Ilreiin, Ilseiimapus / Schaffhauserstrasse, 4332 Stein,
Switzerland

CroBeHns

Jlek ®apmacwrotukans a.1. / Lek Pharmaceuticals d.d.

Beposmikosa 57, 1526 JIroonsHa, Cnosenus / Verovskova ulica 57, 1526 Ljubljana, Slovenia

3a aw60il MHpopManMell 0 Mpenapare, a TaAKXKe B CJIy4asX BOSHMKHOBEHMS TpeTeH3Uil
cleAyeT o00pamiaTbcsi K MECTHOMY MpPeJCTABUTENI0 [ep:KaTesii PerucTpauuoHHOro

YA0CTOBEpEHHUsI:
11
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Poccuiickag ®enepanus

00O «HoBaptuc ®apmar»

Anpec: 125315, r. MockBa, Jlenunrpajckuit npocnekrt, 1. 70
Tenedon: +7 495 967 12 70

dakc: +7 495 967 12 68

OnexTponnas noyra: drug.safety _russia@novartis.com

Pecny6auka Kazaxcran

®dunmman Komnanuu «HoBaptue @apma Cepsucaz Al B PecriyOinke Kazaxcran
Anpec: 050022, r. Anmartsl, yi. Kypmanrassl, 95
Tenedon: +7 727 258-24-47

Onekrponnas moura: drugsafety.cis@novartis.com

PGCHVGJ'II/IKa ApMeHus

000 «ACTEPHUA»

Anpec: 0051, r. EpeBan, yn. Haupu 3apsin, 72/3
Tenedon: +374 115 190 70

Dnexrtponnas noyra: drugsafety.cis@novartis.com

JIaHHBIN JUCTOK-BKJIAABIII EPEeCMOTPEH

IIpoune ncTOYHMKHM HHPOPMALMHU

[TonpoOHble cBeeHus 0 MpenapaTe cojiepxarcs Ha BeO-caiite Coro3a

http://eec.eaeunion.org/
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