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Itopukokcud — BEPTEKC, 90 Mr, Ta0/1eTKH, NOKPBITHIE IUIEHOYHOI 000104K0i

cud — BEPTEKC, 60 Mr, Ta0/ieTKH, NOKPBITHIE IUIEHOYHOI 00010UK0i

Iropukorkcud — BEPTEKC, 120 mr, Ta0/1eTKH, NOKPHITHIE NJIEHOYHOI 000J109KO0

JeiicTBytoliee BEecTBO: A TOPUKOKCHUO.

Ilepen npuemoM npemnapara MoJJTHOCTBIO IPOYHMTANTE JIMCTOK-BKJIAAbILI, TOCKOJIBLKY B HEM
coJepskaTcs BaxkHbie 118 Bac cBegennus.

CoxpaHure TUCTOK-BKJIabI. Bo3MoxHO, Bam noTpebyeTcs npounTtaTs €ro ere pas.

Ecnu y Bac BO3HMKIIN JJOTIOJIHUTENbHBIE BOIIPOCHI, OOPATUTECH K JIEUaIlleMy Bpauy.

[Ipenapat Ha3HaueH umeHHo Bam. He nepenasaiite ero apyrum moasm. OH MOXET HaBpEIUTh
UM, JJaKe €M CUMITOMBI UX 3a00JI€BaHUs COBIAAAIOT ¢ Bamumu.

Ecnu y Bac Bo3HUKIIM Kakue-In00 HexenaTeabHble Peakluy, 00paTUTeCh K JiedallleMy Bpauy Win
paboTHUKY amnrteku. JlaHHasg pPEKOMEHJAIMsl pacHpOCTPAHSAETCs Ha JOble BO3MOXKHBIE

HCXKCJIATCIbHBIC pCAKIINH, B TOM YHCJIC HA HC NICPCUHUCIICHHLIC B Pa31€JjIC 4 JIMCTKa-BKJIaabIlIA.

Conep:kaHue JTHCTKA-BKJIAAbIIIA

1. Yro u3 cebs npencrasiset npenapat dropukokcud — BEPTEKC, u niist uero ero npumeHsoT.
O ueM crenyer 3HaTh nepen npueMoM npemnapara Itopukokcud — BEPTEKC.

[Tpuem npenapara Itopukokcud — BEPTEKC.

Bo3MmoxHbIE HEXKETATENbHBIE PEaKLIUU.

Xpanenue npenapata Itopukokcud — BEPTEKC.

AN

ConepkruMoe yIakoBKH U IPOYUE CBEJCHUSI.

1. Yro u3 ceds mpeacrasaser npenapar Jropukokcnd — BEPTEKC, u pasi yero ero
NPUMEHSIOT

[Ipenapar Otopukokcu6 — BEPTEKC coamepkut nedcTByroIIee BELIECTBO 3TOPUKOKCHO.
OTHOCUTCA K JIEKapCTBEHHBIM IIperaparaM, Ha3bIBA€MbIM CEJEKTUBHBIMU HMHIHMOUTOpaMU
LIUKJIOOKCUT€HA3bI-2 (Ior-2) " MIPUHAJIEKUT K rpymme HECTEPOMIHBIX
MPOTUBOBOCTIANIUTENHHBIX NpenaparoB (HITBIT).

[Ipenapar Drtopuxokcud — BEPTEKC momoraer oGneryats 00Jib M yMEHBIIATh OTEYHOCTH
(BocmasieHHe) B CyCTaBaxX M MBIIINAX Y HAIIMEHTOB C OCTE0APTPUTOM, PEBMATOUIHBIM apTPUTOM,
AQHKWJIO3UPYIOIIMM CIIOHIUIUTOM U IIOJArpou B Bo3pacte OT 16 neT u crapiue.

OcteoapTput — 3T0 3aboneBaHue cycTaBoB. OHO BO3HHMKAaeT B pE3yJbTaTe€ IOCTENIEHHOIO

pa3pylieHus XPSIIEBOM TKAHU CycTaBa. JTO MPUBOJIUT K PA3BUTHIO OTeKa (BOCHATICHUIO), OOJIH,
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

PeBmaTrouaHbIi apTpUT — 3TO XPOHUYECKOE BOCHAIMTENIBbHOE 3aboseBaHue cycraBoB. OHO
BBI3BIBAET 00JIb, CKOBAHHOCTb, OTEYHOCTh U MOCTENEHHYIO yTPATy MOABMKHOCTH MOPAKEHHBIX
cyctaBoB. OHO TaKXe MOXET NPUBOJUTH K Pa3BUTHIO BOCHAJIEHUS HA JPYTHX ydyacTKax Telna.
[loparpa — 5310 3a0ojeBaHME, KOTOPOE XapaKTepU3yeTcs MEePUOJUUYECKUMH BHE3aITHbIMU
IpPUCTYIaMH O4Y€Hb OOJIE3HEHHOI'O BOCIAJIEHUS U IOKpPacHEHMsI cycTaBoB. [IpuunHoil pa3Butus
[IOJIarphl SIBJISIOTCS OTJIOKEHMSI COJIEH B CyCTaBax.

AHKUJIO3UPYIOIIMHA CIIOHAMINT — 3TO BOCHAJIUTENIbHOE 3a00JIeBaHNE TO3BOHOYHHMKA U KPYIHBIX

CyCTaBOB.

IHoka3anus K NpUMeHEHUI0
[Tpenapat Otopukokcud — BEPTEKC nokasan k mpuMEHEHHIO Y B3POCIBIX U JIeTeil B BO3pacTte
ot 16 no 18 xet mus:
—  JIYCHUS XPOHUYECKOUN OOJM B HUKHEH YaCTHU CIIMHBIL;
—  CHUMITOMATHYECKOW Tepamnuu (Tepaluu, HapaBJICHHON Ha YCTpaHEHHUE WK ociabieHue
HEOIaronpUsATHBIX CHMIITOMOB):
® OCTEO0apTPHUTA;
® pPEBMaTOUJIHOTO apTPUTA;
® AHKWJIO3UPYIOLIETO CIIOHUIINTA;
e 0OIM M BOCIIAJICHHUS, CBSI3aHHBIX C OCTPBIM MOAArPHUECKUM apTPUTOM;
—  KpaTKOCPOYHOH Tepanmuu YMEpPEHHOH OCTpOi OOJIM MOCIIE CTOMATOJIOTHYECKUX OIEpali.

Ecnu ynydmienue He HacTynuiio wid Bel uyBcTByere yxyzuieHue, HE0OOX0IUMO OOpaTUThCS K

Bpauy.

2. O yem caenyer 3HaTh nepea npuemMom npenapara Iropukokcnd —- BEPTEKC

IIporuBonokasanus

He npuaumaiite npenapar ropuxkokcud - BEPTEKC:

— ecau y Bac amnmeprus Ha 3TOPUKOKCHMO WM JIOOble Jpyrue KOMIIOHEHTHI Ipenapara
(mepeuyrcneHHbIe B pa3jiese 6 TUCTKa-BKIIAIbIIIA);

— eciau y Bac a3BeHHas 6one3Hb xenyaka M 12-nepCcTHON KUIIKHM B CTaJUU OOOCTPEHHS WIIH
AKTUBHOE JKEIIy1I0YHO-KHUIIIEYHOE KPOBOTCUEHHUE;

— ecau y Bac OpoHxuanpHas acTMa, peliIMBUPYIOIIUH MOJTUI03 OJIOCTH HOCA/OKOJIOHOCOBBIX
[1a3yX B COYETaHUHU C HEIIEPEHOCUMOCTBIO AlleTUIICATULIUIOBOU KACIOTHI vin apyrux HIIBII,
B TOM YHCIIe B aHaMHe3e (3Tu cocTosiHUS Obutn y Bac panee);

— ecnu Bel 6epeMeHHbI, KOPMUTE TPYIBIO;
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— ecau y Bac Tsokensle 3a0051eBaHus IEYEHU

— ecau y Bac 3abosneBanune nodek (Tspkemast mouyedHasi HeloCTaTOYHOCTb);

— ecau y Bac BocnanurenbHble 3a0071€BaHNs KMILIEUHUKA,;

— ecnu y Bac xponuueckas cepaeunas HenpoctatouHocts (XCH);

— eciu y Bac noBblllieHHOE apTepuanbHOE AABJICHUE;

— ecnu y Bac monTBepkaeHHas uieMuieckas 00Je3Hb cepia, 3a001eBaHus nepuQepruaecKux
aprepuil  W/uau  3a00J€BaHUSA COCYIOB TOJIOBHOIO Mo3ra (1epeOpoBacKyJIspHbIE
3a00JIeBaHUs);

— ecuu y Bac noBbliieHne coaepkanus Kaiaus B KpoBU (IIOATBEPKACHHAs THIIEPKAIINEMUS );

— y aereit B Bo3pacte ot 0 10 16 jer.

Ecnu mo6oe 13 mepeunciieHHbIX YTBEp)KISHH OTHOCHTCS K Bam (mm y Bac ecth comHeHus),

o0s3arenpHO cooluuTe 00 aToM Bamewmy neuamiemy Bpauy.

Oco0ble ykazaHHus 1 Mepbl IPEeI0CTOPOKHOCTH

[lepen nmpuemom mpenapata Jtopukokcud — BEPTEKC mnpokoHcynpTUpyHTECH C JiedHallluM

BpayuoM.

Ob6s3arenbHO mpeaynpeaute Bamero jedariero Bpaya, eciy Kakoi-muO0 M3 HUXKEyKa3aHHBIX

IIYHKTOB OTHOCUTCS K Bam:

—  KeNlyI04HOEe KPOBOTEUEHUE WM SA3BE€HHAas 00JI€3Hb JKEIyKa B aHAMHE3€;

—  00e3BOKMBaHME, HATIPUMED, BCIEACTBHE MPOAOIKUTEIBLHOTO IPUCTYIA PBOTHI WM AUAPEH;

—  OTEKH M 3aJiepKKa JKUJKOCTH B OpraHU3ME;

—  ceplevHas Hell0CTaTOYHOCTh MIIH JIF000e ipyroe 3a0o0yieBaHKE cep/illa B aHAMHE3E;

— TIOBBILICHHOE AapTepHaIbHOE JaBJIEHME B aHamHe3e. Y HEKOTOpbIX IO mnpenapar
Oropukokcnd — BEPTEKC, oco0eHHO B BBICOKHX J103aX, MOXET TMOBBIIIATH apTEepPHAIbHOE
JnaBieHue, mno3ToMy Bam neyamuii Bpau OyneT MepUOAMYECKH KOHTPOJIMPOBATH
apTepHaJIbHOE J1aBIICHUE;

— 3a0oJsieBaHUE MEYEHU WM IOYEK B aHAMHE3E;

— neuenue ot wuHpexkumu. Ilpenmapatr IOtopuxkokcn6 — BEPTEKC wmoxer MackupoBaTh
MOBBIIIIEHUE TEMIIepaTyphl TeIa, KOTOPOe SBISETCS MPU3HAKOM HH(EKINN;

— nuaber, BBICOKMI YpOBEHb XOJECTEPHHAa B KPOBM WIM KypeHHe. DTH (aKTOphl MOTYT
MOBBIIIATH PUCK pa3BUTHUS OoJe3Hel cepaua;

—  BpI ulanupyere 3a6epeMeHeTh;

— Bam Bo3pact Gonee 65 ner.

Ecnu Bel He yBepeHbl, OTHOCUTCS I K BaM Kakoi-1m00 W3 BbIIIEyKa3aHHBIX MyHKTOB, Tepes
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yOeauThesl B TOM, YTO TaHHBIN Mpenapar moaxoauT ais Bac.
[Tpenapat Oropukokcnd — BEPTEKC oannakoBo 3¢ (dekTuBeH y B3pOCIbIX MAUEHTOB Pa3HOTIO
Bo3pacra. /Iy manmenToB crapie 65 JeT KOPPeKIUH 03kl He TpeOyeTcs, OAHAKO He0OX0auM

COOTBGTCTByIOH_[I/Iﬁ KOHTPOJIb CO CTOPOHEI JICHAIIICT'O Bpaya.

JleTH ¥ MOAPOCTKHU
He nmaBaiiTe nmpenapat aetsm B Bo3pacte oT 0 10 16 net BeaeacTBue prcka Hed(PGEKTUBHOCTH U
BEepOATHOM HeOe3omacHoCTH (6e30macHOCTh U A3(h(PEKTUBHOCTh TPUMEHEHUS TIpenapara y ieTei B

Bo3pacte oT 0 10 16 j1eT HE yCTaHOBJIEHBI).

Jlpyrue npenaparsl 1 npenapat topukokcud — BEPTEKC

CooOuuTe nedamieMy Bpady O TOM, uTo Bbl mpuHHMaeTe, HEJJaBHO MPUHUMAIU HIIM MOXETE

HayaTh MPUHUMATh Kakue-Iuoo Apyrue npenaparsl. O0s3aTenbHO cOOOmUTE Bpady, eciid Bol

IPUHUMAETE:

—  AHTHUKOAryJsHTHI (JIEKapCTBEHHBIE MpernapaThl, MPENSTCTBYIOIIME CBEPTHIBAHUIO KPOBH),
Hanpumep, BaphapuH;

—  pudamnuuuH (aHTUOMOTHUK);

— MeToTpekcar (JIeKapCTBEHHBIH Ipemnapar, HCIOJIb3YeMbI Ul MOJaBJIEHUs HWMMYHHOU
CUCTEMBI, YaCTO IPUMEHSETCSI IPU PEBMATOUIHOM apTPUTE);

— [MKJIOCIIOPUH WM TakpoJuMyc (JIEKapCTBEHHBIE IIpenaparbl, HUCHOJb3yeMble IJIs
M0JIaBJICHUS] UMMYHHOM CHCTEMBI);

— mpenaparbl JUTUS (JIEKapCTBEHHBIE MpenapaThl, UCIOJIb3yeMble IS JEUCHHsS HEKOTOPBIX
THUTIOB JICTIPECCHH);

—  JIGKapCTBEHHBIE CPEJCTBA, MOMOTAIOIIME KOHTPOJIUPOBATH IOBBIIIEHHOE apTEPUAIBHOE
JIaBJIEHUE M CEPJEYHYI0 HEJIOCTaTOYHOCTh (MHIHOMTOPHI aHTMOTEH3WHIIPEBPAIIAIOIIEro
(depMeHTa U aHTarOHUCTHI PELIENTOPOB AHTMOTEH3MHA), HAIIPUMED, SHATIATIPUI U PAMUIIPUJI,
J03apTaH U BaJICapTaH;

—  MOYEroHHBIE (AMypeTUUYECKHE IIpenaparhl);

— JWTOKCUH (JIEKapCTBEHHBIM mpermapaT MAjis JIEYEHHs] CEpAECYHOM HEeJOCTaTOYHOCTH U
HapyILICHUs CEPIEYHOrO PUTMA);

—  MUHOKCHUAMJ (JIEKapCTBEHHBIN Mpernapar Ui JedeHus oOJIbICEHUs, CHIXKAET apTepuaibHOe
JIaBJICHNUE);

— canpOyTamoun, TaOleTKH WIK pacTBOp JUIsl MpueMa BHYTPh (J€KapCTBEHHBIN mpenapar ajs

JIeYeHUST OpOHXHAITBHOU aCTMBI);
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— MPOTUBO3aYaTOYHBIE TabOJETKH (OZHOBpEN PIME-L%HPEE'MBIS::@E HrrOBIl;

pa3BUTHUS HEXKENATENIbHBIX PeaKIiii);

— TOPMOHO3aMECTHUTEJIbHAsI Tepanus (OJHOBPEMEHHOE NMPUMEHEHUE MOKET MOBBIIIATH PUCK
pa3BUTHUS HEXKENATENIbHBIX PeaKIiii);

—  aueTWICAIMLIMIOBAs KHUCI0Ta (OAHOBPEMEHHOE NMPUMEHEHUE C STOPUKOKCHOOM INOBBILIAET
PHUCK Pa3BUTHS SI3BEHHOI OO0JIE3HU KEITYAKa).

HDI/IMGHCHI/IC aHCTHJIcaJIHL[HHOBOﬁ KHUCJIOTBI AJIA HDO(bI/IJIaKTI/IKI/I CEPACYHOI0 IMpUucCTymna HJIN

HHCYJIbTA

[Ipenapar Dtopukokcnd — BEPTEKC MoxHO mpuHUMAaTh B COYETaHMHM C HU3KUMHU J03aMHU
aleTUIICATUIIMIOBON KUCIOThI. Eciau Bel npuHuMaeTe aneTHICaIUIIIOBYIO KUCIOTY B HU3KUX
7103ax sl MPO(UIAKTHKHE CEPIIEYHOTO MPHUCTYNA WIM WHCYNbTA, HE CIEAyeT MpEeKpamarb ee
MIPUEM J0 KOHCYJIBTAIUH C JICYAIIM BPaduoOM.

[IpuMeHEHNE alleTHIICAITHITNIOBON KMCIOTHI M IPYTHX HECTEPOUIHBIX MPOTHBOBOCIAIMTEIILHBIX

nperaparoB

He CICAYCT MNMPUHHUMATL AUCTUWICAIMIMWIOBYIO KHCJIOTY B BBICOKHX O03aX WM [JPYruc

IIPOTUBOBOCIIAJIUTENIbHBIE ITpenapaThl B coueTaHuu ¢ npenapatom Dtopukokcud — BEPTEKC.

bepeMenHOCTDb, rpyIHOE BCKAPDM/IMBaHUE H (PEPTHIBLHOCTH

Eciu Bbl OepeMeHHBI WM KOPMUTE TPYAbIO, AyMaeTe, 4To 3a0epeMEHENH, WIH IUIaHUpYyeTe
OepeMeHHOCTb, Iepesl HayaJloM NPUMEHEHHs IMpenapara MNPOKOHCYJIbTUPYHUTECh C JIedalluM
Bpa4yoM.

bepeMeHHOCTD

B cnyuae HacTymieHuss OepeMEHHOCTH CIIEAyeT [MpeKpaTuTh IpUeM Mpenapara u
IIPOKOHCYJIBTUPOBAThCS ¢ JeyamiuM BpadoM. Eciu Bel He yBepenbl win Bam Tpebyetcs
JIOTIOJTHUTEIbHAS HH(POPMALIUs, TPOKOHCYIBTUPYHTECH C JICUAIlIUM BPayOM.

Jlakranus

HewusBecTHo BbIIENSIETCS JTM ATOPUKOKCUO € TpyAHBIM MosIokoM. Eciu Bel kopMuTe rpynibio uin
IUIAaHUpYeTe TpYyJHOE BCKapMIIMBAaHHE, IEpell NpHUMEHEHHEM Ipenapata OTOPUKOKCHO —
BEPTEKC npokoHCynbTHpPYHTECH € JiedaluM BpadoM. He cienyer KOpMHUTH Tpyaplo Ipu
npuMeHeHuu npenapata Dtopukokcnd — BEPTEKC.

DdepTUIbHOCTD

[Tpenapat Otopukokcud — BEPTEKC He pekoMeH1yeTcs MPUMEHSTh Y JKEHIIUH, MJIaHUPYIOIINX

OepeMEeHHOCTb.
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Ecnmu y Bac Bo Bpemsi mpHMeHEHHsI 3TOPUKOKCHOAa OTMEUAINCh CIy4daW TOJIOBOKPYKCHHS,
COHJIMBOCTH MJM CJIAa0OCTH, ecii BBl UCHBITHIBacTE TOJIOBOKPY)KEHHE WM COHJIMBOCTb, HE

CICAYCT YIpaBJIATh TPAHCIIOPTHBIMU CPEACTBAMU U pa6OTaTB C MCXaHHU3MaMHU.

IIpenapart Jtopukokcud — BEPTEKC conep:xut Jakro3y
Eciu y Bac HemepeHOCMMOCTh Kakux-1uOO caxapoB, oOpaTHTECh K JIedalleMy Bpaudy Ieper

IMPUEMOM JAHHOI'O JICKAPCTBECHHOI'O IIpCIiapara.

Ipenapart Itopukokcud — BEPTEKC coaep:xut narpuii

Oropukokcud — BEPTEKC, 60 Mmr, Ta01eTK1, HOKPIThIE IIIIEHOYHON 000I0YKOMI

JlexapctBennsbiit nmpenapat Itopukokcud — BEPTEKC coaepxxut menee 1 mmoss (23 mr) Hatpus
Ha OJIHY TabJeTKY, MOKPBITYIO MJIEHOYHOI 000JI0YKOM, TO €CTh 110 CYTH HE COJICPKUT HATPUH.

Oropukokcud — BEPTEKC, 90 Mmr, Ta01eTK!, HOKPBIThIE IIIEHOYHOH 000I0YKOI

JlexapcrBennsiii ipenapat dtopukokcnd — BEPTEKC conepxut menee 1 Mmoins (23 mr) HaTpust
Ha OJIHY TabJIeTKY, MOKPBITYIO TUIEHOYHOM 000JI0YKOH, TO €CTh 110 CYTH HE COJICPKUT HATPU.

Oropukokcud — BEPTEKC, 120 mr, Ta0JIeTKH, IOKPBITHIE INIEHOYHON 000JI0OYKOM

JlexapctBennsbiii npenapat Jtopukokcnd — BEPTEKC conepxut menee 1 mmons (23 Mr) HaTpus

Ha OJIHY TabJIETKY, TOKPHITYIO IJIEHOYHOU 000JI0UKOM, TO €CTh MO0 CYTH HE COJEPIKUT HATPHUH.

3. Ilpuem npenapara dropukokcnd - BEPTEKC

Bcerna npuHuMaiiTe npenapar B MOJHOM COOTBETCTBUU C PEKOMEHJALMSMH JIEHALEro Bpaya.
[Tpu nosiBIEHUH COMHEHMH ITOCOBETYMTECH C JIeYalllUM BpauyoM MJIM paOOTHUKOM alTeKH.

He cnenyer mnpuHuMaTe [103blI, NIPEBBIIANOIIME peKOMeHAyemble st Bac. B caydae
HEOO0X0IMMOCTH 00CyIUTEe NPOBOJUMOE JICUEHHE C JeyalluM BpadyoM. BaxHo, 4ToObl Bbl
NPUHUMAIM MUHUMAJbHYIO 103y, KOTOpas MO3BOJIAET KYyNUpOBaTh O0ib, M HE NPUHUMAIIU
npenapat Dtopukokcud — BEPTEKC nonbiie, vem 3T0 He00X01uMO. ITO 00YCIOBIECHO TEM, YTO
JUIUTENIHOE JIeYeHUe, OCOOEHHO B Cllyyae IpHeMa BBICOKMX /103, MOXKET YBEIMYUBATh PUCK
Pa3BUTHSA CEPACYHBIX IIPUCTYIIOB U UHCYJBTOB. JlaHHBINM JIEKAPCTBEHHBIN IIpenapar JOCTYIIEH B
pa3HbIX JTO3UPOBKAaxX, U B 3aBUCMMOCTU OT 3aboieBaHMs Bpau Ha3HauuT Bam Ty n03upoBKYy,
KoTopasi Hanbosiee moaxouT 1 Bac.

Pexomennyemas no3a:

OcreoapTput

Pexomennyemas no3a cocrapisieT 30 mMr unu 60 Mr OJIMH pa3 B CYTKH.



COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 10.09.2024 N2 19117
(NOCNEQCBATENEHOCTE 0002)

PeBMaTOUIHEBIN apTPUT

Pexomennyemas nosa cocrasiasier 60 Mr OIMH pa3 B CYTKH. OTYy 103y MOXXHO YBEIMYUTH
MakCUMyM J10 90 MI' B CyTKH € TIOCJIETYIOIIUM CHUKEHUEM J03bI 10 60 MI' B CYyTKH.

AHKUJIO3UPYIONUNA COOHIUIIUT

Pexomenayemasi no3a cocraisier 60 Mr oauH pa3 B cyTkd. [Ipu HE0OXOAMMOCTH 03y MOXKHO
YBEIUYUTH MAaKCUMYM 710 90 MT OMH pa3 B CYTKHU C MOCIEAYIOIINM CHIXKEHUEM J03bI 10 60 MT B
CYTKH.

XpoHnyeckas 001b

PexoMennyemas no3a cocrapisieT 60 Mr OJuH pa3 B CyTKH.
Ocrtpas 601b

OTOpUKOKCUO ClleTyeT IPUMEHATH TOJILKO B IEPUOJ OCTPO OoJu.
Tlooaepa

Pexomenayemas no3a cocrapinsier 120 Mr oJJuH pa3 B CYTKH.
Ocmpas 6016 nocie cmomamono2uiecKux onepayutl
Pexomennyemas no3a cocrasisger 90 Mr oauH pa3 B CyTKH.

Oco0nIe I'pYIIIBI NAIIMCHTOB

Tayuenmsi ¢ 3a001€6aHUAMU NeYeHU

[Tpu Hamuuuu 3a001eBaHUH TIEYSHU JIETKOM CTETIEHU TSYKECTH HE ClieyeT MpUHUMATh 6oJee 60 mr
B cyTKU. [Tpu Hammuuu 3ab0s1eBaHui IeUeHU CpelHel CTEeNEeHH TSHKECTU HE cleayeT NPUHUMATh
6omee 30 MI B CyTKH.

Tayuenmoi ¢ 3a001e6aHUAMU NOYEK

[Tpu Hanuuum 3a0o0JeBaHUI MMOYEK JIETKOW M CpeAHEW CTENEeHM TSKECTH KOPPEKIMH J03bl He
Tpebyercsa. [lpu Hamumuum 3a00JIeBaHUN TOYEK TSDKEIIONW CTETNEHH TSHKECTH TMPUMEHEHHE
Ipernapara MpoTUBOIOKAa3aHo.

Tlayuenmul noscunoco eospacma

Koppekuust 103bl 11 MOXKWIBIX ManueHToB He TpeOyercs. Kak um B ciywyae ¢ apyrumu
JIEKapCTBEHHBIMU CPEICTBaMU, eciii Bam Oosee 65 net, Bam ciemxyer mposiBiIsTE OCTOPOKHOCTb.
Ilpumenenue y oemetl u nOOpOCMKO8

[Tpenapat Dropukokcud — BEPTEKC ne cneayer mpuHMMath JeTsiM B Bo3zpacte oT 0 ser 1o

16 ner.

IyTs 1 (M14) cocod BBeIeHUs

[Tpunumaiite npenapat Otopukokcud6 — BEPTEKC BHYTpb, HE3aBUCHMO OT NpUEMa MHILH.
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Ecau Bol npuHsjin npenapara ITOPUKOKCUHO — BEPTERG%%Q&E‘&E%M Iﬁﬁéﬁ[oga'_ﬁ;l):': Ue)

Hu B xoeMm ciyyae Henb3sl IpeBBILATh JO3UPOBKY, PEKOMEHIOBAHHYIO JiedyaliuM BpadoM. [Ipu
IIPEBBIILICHUY PEKOMEHIOBAHHOM J103bl MOT'YT ITOSIBUTHCS HEKEIIATEIbHBIE PEAKLIIUU CO CTOPOHBI
KEIIyJOYHO-KAIIEYHOTO TPAKTa, a TAKXKE CO CTOPOHBI CEepAla, Io4YeK. B cilydae mpeBbliieHus

peKOMEeHI0BaHHOK 103kl mpemapara DTopukokcu6 — BEPTEKC nemennenno obpaturech K

Bpauy.

Ecau Bol 320b111 npuHATH npenapat Itopukokcud — BEPTEKC

BaxxHo mpuHMMarh npenapar ¢ 4acTOTOH, Ha3HaueHHOW Bam redammm BpayoMm, Tak Kak
PETYISIPHOCTH MpUEMa JIeaeT jJeueHue 6osee 3 (HeKTHBHBIM.

B cnywyae mpomycka mpuema OJHOW 03Bl IpernapaTta CIEAYIOUIyI 103y CJIeIyeT NMPHHSATH B
0OBIYHOE BpeMsI.

He npunuMmaiite 1BOHHYIO 103y, YTOOBI KOMIEHCHUPOBAThH MPOMYIICHHYIO TAOIETKY.

[Ipu HanMUUKU BOMIPOCOB MO MIPUMEHEHUIO MperapaTa oOpaTUTECh K JieyalleMy Bpayvy.

4. Bo3MokHBIE HexkeJIaTeIbHbIe peaKIuu
[TonobHo BceM nekapcTBeHHBIM Mpemnapartam, npemapar Itopukokcud — BEPTEKC moxer

BBI3bIBATb HEKECIATCIbHBIC PCAKIINH, OAHAKO OHU BO3SHHUKAIOT HE Y BCEX.

Hemennenno npexkparure npuem npenapara Iropukokcud — BEPTEKC u ob6parurecs 3a
MEeANIMHCKOI MOMOIIbLI0 B ClIydae BO3HUKHOBEHHUS JIO00HM M3 ClenyloluX HeXelaTelbHbIX
pEaKLHil:
® T[IOABJICHUC U YXYAIICHUC OABIIIKH, 0oiu B Irpyan WJIN OTCK JIOJABIKCK (FOJ'IGHOCTOHHI)IX
CyCTaBOB) (HEYacTO — MOTYT BO3HHKaTh He Oosiee ueM y 1 uenoseka u3 100);
® TOXKENTEHHE KOXH W TJa3 (KENTYIIHOCTH), KOTOPOE SBIISIETCS MPU3HAKOM IPOOIJIEM C
MEYEHbI0 (PEeIKO — MOT'YT BO3HUKATh He Oosee yeM y 1 yenoseka u3 1000);
e CWIbHAs WU TMOCTOSHHAS OOJb B JKMBOTE WJIM MOYEpPHEHHE CTyna (HEYacTo — MOTYT
BO3HHKATh He Oosiee yem y 1 denmoseka u3 100);
e ajyiepruyeckasl peakuus, BKIOYas MpoOeMbl ¢ KOXKeH, HalpuMep, sI3Bbl WIM BOJJIBIPH
(HedacTo — MOTYT BO3HHKATh He Oosiee ueM y 1 wenoBeka u3 100), oTek nuia, ry0, s3biKa
WIA TOpja, KOTOPbIM MOXET NPUBECTH K 3aTPyAHEHHUIO NbIXaHHUS (PEeAKO — MOTYT

BO3HHUKaTh He Oosiee yeM y 1 uenoeka u3 1000).
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COOTBETCTBYET 3KCMEPTHOMY OTUYETY

npenapara Jropukokcnd —- BEPTEKC:
O4enb yacTo (MOryT BO3HUKATH (oJiee yeM y 1 yesnoBeka u3 10):

00JIb B )KUBOTE.

YacTto (MOryT Bo3HMKATh He 0oJiee yeM y 1 yesioBeka u3 10):

BOCTIaJIeHHE U 00JIb Tocie yaaneHus 3yoa (aIbBEOIIPHBII OCTUT), OTEYHOCTh HOT U (MJIM) CTOII
BCJIEJICTBHE 3a/IeP’KKU JKUIKOCTU B OpPraHU3ME, T'OJIOBOKPYKEHHE, rOJ0BHas 00Jib, OLIYLICHHUE
cepAueOneHns, HapylleHUue CepJeYyHOro puTMma (apuTmus), nosbimieHHoe A/l (apTepuanbHOe
JaBJICHUE), CBUCTALIEE JbIXaHHWE WIM OJbllIKa (OpoHXOCMa3M), 3amop, B3AYTHE KHUBOTA
(MeTeopu3M), BOCHAICHHUE CIU3MCTON 000JIOUKH Kelynka (TacTpHT), U3KOTa, IMMOHOC (Iuapes),
paccTpoiicTBO nuIeBapeHus (aucnerncus)/1nckoM@opT B )KUBOTE, TOLUIHOTA, PBOTA, BOCHAJICHHE
IUILEBOJIA, A3BbI CIU3UCTOW OOOJOYKHM HOJOCTH PTa, HOBBILIEHUE aKTUBHOCTH «1€YEHOUYHBIX)
depMeHTOB B aHanm3e KpoBu (anmanuHamuHOTpaHchepassl (AJIT), acnapraramuHoTpaHchepasbl

(ACT)), KpOBOMIOATEKH, aCTEHU/CIa00CTh, TPUIIIONOJ00HOE COCTOSHUE.

HeuacTo (MoryT BoO3HHKATH He OoJiee yeM y 1 yesoBeka u3 100):

BOCMAJIEHUE JKEIYJO0YHO-KUILIEYHOTO TpaKkTa C MOPaKEHHUEM JKEIyJKa, TOHKOTO KHILIEYHHKA
(racTpodHTEpUT), HH(DEKITUN BEPXHUX JBIXATEIBHBIX MyTeH, HH(EKIIUU MOYEBBIBOIAIINX MTYTEH,
CHIDKEHHE YpPOBHS I'eMOTJIOOMHA M 3PUTPOLIUTOB KPOBM (aHEeMHsi) (B OCHOBHOM B pe3yibTare
ey JOUYHO-KUIIEYHOTO KPOBOTEUEHHMSI), CHIDKEHHE YPOBHS JIEHKOIIMTOB B KPOBU (JIEHKONEHHUS),
CHI)KEHHE YPOBHS TPOMOOLIMTOB B KPOBHM (TPOMOOIIMTONEHUS), CHWKEHUE WIM YCUIECHUE
anmneTuTa, YBEJIMYEHUE MacChl Tea, TPEBOra, JENpeccus, HapylIeHUs] KOHLEHTpaluu, 00pasbl,
BUJICHUS, 3BYKH, 3allaXH, OLIYIIEHUS, KOTOpPbIE KaXKyTCs pealbHbIMU, HO TAKOBBIMU HE SBIISIOTCS
(raJTIOLIMHALIMK), HapylIeHHe BKyca, OECCOHHMIIA, OLIYIIEHHWE OHEMEHUs, IOKAJIbIBaHUS,
MI0JI3aHKS MypauleKk (mapecTe3usi), COHIMBOCTb, HEUYETKOCTh 3PEHMSI, BOCHAJIECHUE CIM3UCTON
000J10YKM TJa3a (KOHBIOHKTUBHUT), 3BOH B YIIax, TOJOBOKPY)XEHUE (BEPTUIO), HapylIECHHE
cepaeyHoro putMma (buOpwuUIAIMs TpencepAuii), ydJaleHHoe cepiareoneHue (Taxukapaus),
XpOHHUYECKasi cepieyHasi HeJ0CTaTOYHOCTh, OLIYIIEHUE CTeCHEHUs, AUCcKoMdopTa 3a rpyAHMHON
(cTeHOKapausi), CeplCUHbIM MPHUCTYI, OLIYLIEHUE *kapa («IPUIMBBI)), HApYIIEHHE MO3TOBOTO
KpPOBOOOpAIIIEHUsI, OCTPOE HApYILIEHHE MO3rOBOTO KpPOBOOOPAIIEHHUS, COMPOBOXKIAIOIIEEC
TOJIOBHOW 0OJIBIO, TOJIOBOKPYKEHUEM, HAPYILIEHUEM 3PEHUSI, OHEMEHHEM KOHEYHOCTEH Ha OJHOU
CTOpOHE Tena (TpaH3UTOpHAs MIIEMHYECKas aTaka), PEe3KOe IOBBIIIEHHE AapTepUaIbHOTO
JaBJIeHUs (TUIIEPTOHUYECKUN KPH3), BOCHIAJIEHHE COCYAOB (BaCKYJIUT), Kalllelb, OJIbIIIKA, HOCOBOE

KPOBOTCUYCHUC, B3AYTUC KMUBOTA, UBMCHCHUC YACTOTLI U XapaKTCpa CTyJia, CYXOCTb CIIM3UCTOM
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00O0JIOYKHN TIONIOCTH PTa, A3Ba JKEIY/Ka, BOCIAjJCHUC AR NGB TR Iixéﬁ;yllz&;&' '%:H'}'fﬁbOM

pa3ipa)keHHOT0 KHIIEYHUKA, OTEYHOCTh JIMIA, KOXXHBIA 3y/A, KOXKHasi ChIb (BO3MOXHO C
JMXOPAJIKOH ), CIIa3Mbl/CYA0POTH MBIIIII, MbIIIEYHasi 00JIb/CKOBAHHOCTb, H3MEHEHHE MTOKa3aTeeH
B aHAJIM3€ KPOBU M MOYM), HapylmIieHHe QYHKIUH TMOYeK (ToYedHask HeJJOCTaTOYHOCTh), O0JIb B

TPYIHOU KJIETKE.

Penko (MoryT Bo3HUKATH He 0os1ee yeM y 1 yesioBeka u3 1000):
CIIyTaHHOCTh CO3HaHWs, OCCIIOKOWCTBO, IMOHWMXCHHBI ypPOBEHb HATPHS B KPOBHU, TSKEIbIC
KOXKHBIC PEaKIUH, TPOSBIISIONINECS BBICHIIAHUSAMH Ha KOXE M CIH3HCTBIX, C BO3MOXKHBIM

MOBBILIEHUEM TEMIIEPATYPHI T€Ja, OOJIBIO B MBIIIIIAX.

CooO1ienue 0 HexKeJNATEeJIbHBIX PeaAKIUAX

Ecnu y Bac Bo3HUKaIOT Kakue-In00 HeXenaTelbHble peakiiy, IPOKOHCYJIbTUPYHTECh C BpauoM
Wi pabOTHUKOM anTekd. J[aHHAas peKOMEHIanus paclpoCTpaHsSeTCss Ha JI0ObIe BO3MOKHBIC
HE)KEeJIaTeNbHbIC PEaKlii, B TOM YHCJIe HA HE TIePEUNCIIEHHbIC B JIUCTKE-BKIAJbIIIE. BbI Takoke
MOJXKETE COOOLIUTh O HEXeNaTeJIbHbIX peakUsX B HHPOPMALMOHHYIO 0a3y [JaHHBIX IO
HE)KEeJIaTeNIbHBIM peakiusIM (AeHCTBUAM) Ha JIEKapCTBEHHBIE IIPenapaThl, BKIOYas COOOLIECHUS O
Hed(PPEKTHBHOCTH JIEKAPCTBEHHBIX IMPENapaToB, BHIBICHHBIM HAa TEPPUTOPUHU TOCYAApPCTBA -
wieHa EBpasuiickoro skoHomuueckoro coro3a. CooOmiasi 0 HeXenaTeNbHbIX peakiusx, Bl
MIOMOTAeTe MOJIYYUTh OOJIbIIE CBEJCHUN 0 O€30MacHOCTH Ipernapara.

Poccuiickas ®enepanus

®denepanbHas cinyx0a mo Haa30py B cdepe 3apaBooxpanenus (PocsnpaBuanzop)

Anpec: 109012, r. Mocksa, CraBsiHCKas IUI0IIa b, 1. 4, cTp. 1.

Tenedon: 8 (800) 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B nH(GOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn «HTepHeT»:

https://www.roszdravnadzor.gov.ru

5. Xpanenue npenapara 3ropukokcnd - BEPTEKC

XpaHute npenapaT B HEJOCTYITHOM JJIsl peOeHKa MecTe Tak, 4TOObl peOEHOK HEe MOT YBUJIETh €TO0.
He nmpumensiite npenapar nocie UCTEUEHUS CpOKa TOAHOCTH (CpOKa XpaHEHHU), yKa3aHHOTO Ha
ylnakoBKe nocie cioB «I'ofeH 10:».

JlaToii ucTeueHus Cpoka rogHOCTH SBJISETCS MOCJIEIHUI IeHb JAHHOTO MECsIIa.

XpaHuTe mpenapar B 3alIMIIEHHOM OT CBETa MeCTe MpH Temieparype He Boie 25 °C.

He BwiOpackiBaiiTe mpemnapaT B KaHAIW3AIMI0. YTOYHUTE y paOOTHUKA anTeKH, KaK CIEAyeT
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yTHITH3HPOBATS (YHUTOKATE) MPEMAPAT, KOTOPI 6obhIe e HOTDEGyeTcs. I THMepE Ho3E0sT

3alIUTUTh OKPYKAIOIIYIO CPEIy.

6. CoaepxumMoe YIaKOBKH M NMPOYHe CBEICHUS
Ipenapart Itopukokcnd — BEPTEKC coxepsxxkut
JIefiCTBYIOIUM BEIIECTBOM SIBJISICTCSI STOPUKOKCHO.

Oropukokcud — BEPTEKC, 60 Mr, Ta0aeTKU, ITOKPHITHIE IIIIEHOYHON 000I0YKOM

Kaxxnas tabnerka comepxut 60 Mr 3TOpUKOKCHOA.

[IpounmMu  HWHrpenveHTaMu (BCIIOMOTATENbHBIMU  BELIECTBAMM)  SBIAIOTCS:  IIEJUIIOJIO3A
MUKpokpuctaumueckass 101, makTo3sl MOHOTHApPAT (CM. pazden 2), KpocKapMmesio3a HaTpus
(cm. paznen 2), moBunon K-30, kpeMHHUsI TUOKCHJ KOJUIOMAHBIA, MarHusi creapar. [linenounas
000JI04Ka: [TUIIPOMEIIO3a, TUIPOI03a (TUAPOKCUIIPOMUIILIEIUIIONI03a), TAIbK, TUTaHA JTUOKCHU,
KpacHuTelb jKeJie3a OKCU] KENThIH | WK [cyXas cMeCh Ui IUIEHOYHOTO MOKPBITUS, COAepKaIlas
TUIIPOMEIIIO3Y, TUIPOI03Y (TUAPOKCUTTPOIIMIIIEIUTION03Y), TalbK, TUTAHA TUOKCHU U KPACUTEIb
JKeJie3a OKCHJT KEIIThIH |.

Oropukokcud — BEPTEKC, 90 mr, Ta0iIeTK!, HOKPBIThIE IIIEHOYHOW 000JI0YKON

Kaxxnas tabnerka comepxut 90 Mr 3TOpuKoKcHOa.

[TpounmMu  WHrpenueHTaMu  (BCIIOMOTATEIIBHBIMU  BEIIECTBAMHU)  SIBIISIOTCS:  IIEJUTIONI03a
MUKpokpuctajumaeckass 101, makTo3sl MOHOTHApPAT (CM. pazaen 2), KpocKapMesuio3a HaTpus
(cMm. pazmen 2), moBuaoH K-30, kpeMHUs TUOKCU KOJUIOMAHBIN, MarHus cteapar. [IneHouHas
00oJioUKa: [TUIIPOMEII03a, THIPOIo3a (THAPOKCUIIPONIIILEIIII0N03a), TadbK, TUTAaHA JUOKCH],
KpacUTENb JKeJie3a OKCHUJ JKENTHIN | WK [CyXasi CMECh JIJIsl TUICHOYHOTO MOKPBITHS, COep Kalas
TUTIPOMEIIIIO3Y, TUIPOJI03Y (THAPOKCUTTPOITMIIIEIUTION03Y), TalbK, TUTAHA TUOKCH U KPACUTEIh
JKere3a OKCHU/I KEIIThIH |.

Oropukokcud — BEPTEKC, 120 mr, Ta0JIeTKH, IOKPBITHIE INIEHOYHON 000JI0YKOM

Kaxxnas tabnerka comepxut 120 Mr sTopuKokcuoa.

[IpounmMu wHTpenueHTaMu  (BCTIOMOTATEIBHBIMH  BEIIECTBAMHU)  SBILIIOTCSA:  IEJUTIOJIO3A
MUKpokpuctajunueckas 101, makTo3sl MOHOTHAPAT (CM. paszen 2), KpocKapMelio3a HaTpus (CM.
paznen 2), moBuaoH K-30, xkpemMHHsI NUOKCHA KOJUIOMAHBINA, MarHus cteapar. [lmeHodHas
00071049Ka: [TUIpPOMEIII03a, THUIPOIo3a (THAPOKCUTIPOTIIIIIEIITION03a), TAIbK, TUTAaHA JHUOKCHU]I,
KpacUTeNh JKeJie3a OKCHUJI JKENTHIN | WK [CyXasi CMECh JIJIsl TUICHOYHOTO MOKPBITHS, COAepIKaIias
TUIPOMEIIO3Y, TUIIPOI03Y (THAPOKCUIIPONIIIIEIUIIONO03Y), TalbK, TUTAHA TUOKCUI U KPACUTEIh

JKeJie3a OKCHJT JKEIThIH .
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TabneTku, MOKPBITHIE TNICHOYHOH 000I0YKOM.

Oropukokcud — BEPTEKC, 60 Mr, Ta0aeTKU, ITOKPHITHIE IIIIEHOYHON 000I0YKOM

HpO,HOJ'IFOBaTBIG JABOSAKOBBIITYKJIBIC TaOJIETKH C pHCKOﬁ C KaX(HOfI CTOPOHBI, ITOKPBITBEIC
IUIEHOYHOH 00O0JIOUKOH KEJITOro OBCTA. Ha IIOIIEPCUYHOM pas3pe3€ Aapo OT 0eJIoro Wiad IMOYTH
Oemoro A0 0€JI0r0 C KEITOBAThLIM OTTCHKOM OBCTA.

Oropukokcud — BEPTEKC, 90 Mr, Ta0iaeTKU, ITOKPHITHIE IIJIEHOYHON 000104YKOM

Kpyrible 1BOSKOBBITYKIIbIE TaOJETKH, MOKPHITHIE MICHOYHOW 000JI0UKON kenToro mnpera. Ha
MOTIEPEYHOM pa3pes3e AApo OT OeJoro WM ModTd Oenoro 10 O6erIoro C >KeATOBATHIM OTTEHKOM
1[BETA.

Oropukokcud — BEPTEKC, 120 mr, Ta0JIeTKH, IOKPBITHIE INIEHOYHON 000JI0YKOH

Kpyrible NBOSKOBBIMYKIIbIE TaOJETKH, MOKPBITHIE MICHOYHOUW 000JIOUKOM kKenToro mpera. Ha
MOTNIEPEYHOM paspese SAApo OT OeI0oro WM IMOYTH OesIoro 0 Oeloro C KEJNTOBATHIM OTTEHKOM
1BETA.

7, 10, 14, 15 wmm 30 TabneTok B KOHTYpPHOH SYEMKOBON yMaKOBKE W3 IUICHKH
MOJIMBUHWIXJIOPUIHON WJIM  TUICHKHA — TTOJIMBUHUIXJIOPUTHOM/TIOJIMBUHWIIMICHXIOPUIHON U
(G oJIbTH aTIOMHUHHEBOM.

14 wim 30 TabneTok B 6aHKE U3 MOJUITHIICHA BBICOKOW MJIOTHOCTH, YKYIIOPEHHOU KPBIIIKOW U3
MTOJIUATHIIEHA BBICOKOM TUIOTHOCTH.

1 unu 2 KOHTYpHBIE SYEHKOBBIC YIAKOBKU 1O 7 TabJeTOK, 1 KOHTypHas siueiikoBasi ymakoBKa IO
10 tabneroxk, 1, 2 unu 4 KOHTYpHbIE SYEHKOBBIC YIIAaKOBKH MO 14 TabneTok, 1 uam 2 KOHTYpHBIE
AYEHKOBBIE YITaKOBKU 1O 15 TabneTok, 1 uinu 2 KOHTypHbIe sueiikoBble yakoBKu o 30 TabaeTok

I OaHa 0aHKa BMeECTE C JIMCTKOM-BKJIAJIBIIEM B IMAYKEC U3 KapTOHA.

Jlep:kaTe/ib perucTPAlMOHHOIO Y10CTOBePeHHUs U IPONU3BOIUTEIb
Poccus

AO «BEPTEKC»

Anpec: 197350, r. Canxt-IletepOypr, Jopora B Kamenky, a. 62, aut. A.
Ten.: 8 (800) 2000 305

AJpec 2IeKTpOHHOU MOYTHL: vertex(@vertex.spb.ru

3a ar000i mHGopManueil 0 nmpenapare, a Tak:Ke B CJYy4YasX BOZHHKHOBEHHUSI NpeTEH3Hi
caeayeT 00pamaThecs K NPeICTABUTEIIO ieprKaTesisi PeruCTPAIMOHHOI0 Y10CTOBEPeHHU S WIIH
JAePAKATETI0 PErHCTPALIMOHHOIO YI0CTOBEPEHHA:

Poccusa

12



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 10.09.2024 N2 19117
AO «BEPTEKC» |:|-|l:l::.-| E.:l.': E!.'r-"TEJ_l I:-H':: |: T:I ':l : |:|:.I:|

Anpec: 197350, r. Cankr-Ilerepoypr, Jlopora B Kamenky, a. 62, murt. A.
Ten.: 8 (800) 2000 305

Anpec anekTpoHHOM nouTkl: pharmacovigilance@vertex.spb.ru

JINCTOK-BKJIAABIII nmepecMoTpeH

IIpouune McTOYHUKH HHPOPMATHHA

[TonpoOHbie cBeieHHs O JIEKapCTBEHHOM Ipemnapare cozepxarcs Ha BeO-caiite Corosa:

https://eec.eacunion.org/.

13


https://eec.eaeunion.org/

