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(NMOCNEOOBATENEHOCTE 0002)

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

No6ynpoden BII, 100 mr/ 5 min, cycneH3us i pueMa BHYTPb [ 7151 ACTEH |

2. KAUECTBEHHbBIN U KOJTUYECTBEHHBI COCTAB

JlelicTByromiee BeniecTBo: HOynpodeH

5 MII cycrieH3uu JUIsl preMa BHYTpb coaepxut: noynpoden 100,00 mr (Ibuprofen Eur.Ph.).
BcenomoratenbHble BellecTBa, HAIMYME KOTOPBIX HAJ0 YUYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenapara: MaIbTHTOJ KUAKUN U TIuepot (cM. pazaen 4.4).

[TonHbIii epeyeHs BCIIOMOTaTEIbHBIX BEIIECTB MPUBEICH B pasjaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

CycnieH3us aJid npueMa BHYTpPb [ 17151 AeTeH |.

benas wnu noutu 6enas cycneH3us CUpOrooOpa3HOi KOHCUCTEHIUHU C PPYKTOBBIM 3aI1aXOM.

4. KIIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusi K NPUMEHEHHIO

Cycnensuto No6ympoden BII mpumenstor y nereit ¢ 3 mecsieB Xu3HU A0 12 jeT s
CUMITOMAaTUYECKOIO JIEYCHHs] B KauyeCTBE >KAapOIOHIIKAIOIIErO CPEACTBA MPU  OCTPBIX
pecMpaTOpHbIX 3a0oJieBaHUSX (B TOM 4HCIE, TPHINIC), IETCKUX HHPEKIHUAX, APYyTUX
MH(EKIINOHHO-BOCTIAIUTEITLHBIX 3a0071€BaHUSAX " MOCTOPUBUBOYHBIX  PEAKIIHSIX,
COMPOBOXKIAOIINXCS MOBBIIEHUEM TEMIIEPATYPHI Tela.

[IpemapaT NpUMEHSIOT Kak CHMITOMaTHYecKoe 00e300JMBaroliee CpelCTBO MpH OO0JIEBOM
CUHIpOME C1ab0N WM yMEPEHHOM WHTEHCUBHOCTU, B TOM 4YHUCIE: OOJH MPU MPOPE3bIBAHUU
3y00B, 3yOHOI 0O0JH, TOJIOBHOW 00JIM, MUTPEHH, HEBPAJITHAX, OOJIM B ymiax, 00 B ropie,
00JIM TPU PaCTSKEHUH CBA30K, MBIIIEYHON 00TH, peBMaTH4eCKON 00JIH, 0ONTU B CyCTaBax.
[IpemapaT npeaHa3HaueH A CUMIITOMATHYECKON Teparnuy, yMEHbIIEHUsI 00U U BOCMATICHHUS
Ha MOMEHT UCIOJIb30BaHUs, HAa TPOTPECCUPOBAHNE 3a00JIEBAHUS HE BIIUSIET.

4.2. Pexum 103MpPOBaHMS U CTIOCOO MPUMEHEHUsI

Cnoco0 nmpuMeHeHus

IIpenapatr npuHnMaroT BHYTpb. [lanueHTam C TMOBBIIIEHHOW 4YyBCTBUTEIBHOCTBIO JKEIylKa
peKoMeHayeTCcs NPUHUMATh Ipernapar Bo Bpems enbl. Ilepen ymorpebieHHeM THIaTEIbHO
B300TaTh (IakoH. [[1s1 TOUHOTO OTMEpHUBaHMS J03bI Mpenapara UCIOIb3YITCS JO3UPYIOLINI
ITTPUII.

[110THO BCTaBbTE AO3MPYIOUIMHA IIMPHUIl B TOpAbIIKO (uakoHa. [lepeBepHuTe (PrakoH BBEpX

JAHOM U IJIaBHO MOTAHUTC NOPUICHL BHUS, Ha61/1pa;[ CYCIICH3UIO B HIIPHI 10 Hy)KHOﬁ OTMCTKHM.
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Bepaurte (akoH B HMCXOMHOE IOJIOKEHHE M BBIHBTE IIMPHUIl, aKKypaTHO MOBOpAaYHMBas €ro.
ITomectute mmpul B POTOBYIO HOJOCTH WM MCIAJICHHO HaXXKUMaUTe Ha IMMOpHICHb, IIJIABHO
BBIITYCKasl CyCTICH3UIO.

[Tocne ynoTpebiaeHust IPOMONTE IINPHIL B TEIUIONH BOJAE M BBICYIIMTE €0 B HEJOCTYITHOM JIJIs
pebeHka Mecre.

PexxuM no3upoBaHus

Jluxopaoka (scap) u 601w

Jlo3upoBKa /s JIeTeit 3aBUCUT OT BO3pacTa U Macchl Teja pedeHka. MakcuMalbHas CyTouHast
71032 He J0JDKHA MpeBbiath 30 MI/KT Macchl Tena peOeHKa ¢ MHTEpBAIaMH MEXIy TPHEMaMu
npenapata 6-8 4acos.

Hemu 6 sospacme 3-6 mecaues (sec pebenka om 5 0o 7,6 ke): o 2,5 mu (50 mr) no 3 pa3 B

teyeHue 24 yacos, He Oonee 7,5 mi (150 mr) B cyTKH.

Hemu 6 so3pacme 6-12 mecsayes (sec pedenxa 7,7 - 9 ke): no 2,5 ma (50 mr) no 3- 4 pa3 B

TeueHnue 24 yacos, He 6osiee 10 mut (200 mr) B CyTKH.

Lemu 6 so3pacme -3 200a {eec pebenka 10 - 16 ke): o 5,0 mi (100 mr) go 3 pa3 B Teuenue 24

yacoB, He Oosiee 15 mit (300 Mr) B cyTKH.

Lemu 6 so3pacme 4-6 nem {sec pebenxa 17 - 20 ke).: o 7,5 mi (150 mr) mo 3 pa3 B Teuenue 24

4acoB, He Oonee 22,5 mi (450 Mr) B CyTKH.

Hemu 6 so3pacme 7-9 nem (sec pebenxa 21 - 30 ke): o 10 mi (200 mr) 1o 3 pa3 B reuenue 24

qacoB, He Ooniee 30 mut (600 Mr) B CyTKH.

Hemu 6 so3pacme 10-12 nem {sec pebenka 31 - 40 ke): o 15 ma (300 mr) 1o 3 pa3 B TeueHue

24 gacos, He 6osee 45 mut (900 Mr) B CyTKH.

[TponomkuTenbHOCTD JeueHus - He Ooiiee 3 nHeit. He mpesbImmaiiTe ykazanHyio 103y .

Ecnu npu npueme npemnapara B TeueHue 24 vacoB (y Aered B Bo3zpacTe 3-5 MecsleB) UM B
TeyeHue 3 nHel (y nered B Bo3pacTe 6 MeCSIEB M CTapllie) CUMOTOMBI COXPAHSIOTCS WIN
YCHIIMBAIOTCSI, HEOOXOIMMO MPEKPATUTh JICYEHUE U O0pAaTUTHCS K Bpauy.
TocmummyHnusayuonnas 1uxopaoxa:

Jletsim B Bo3pacte 10 6 mecsies: 1o 2,5 mi (50 mr) npenapara. [Ipu HeoOxoaumocTu, eme 2,5
M (50 mr) gepe3 6 yacoB. He mpumensiite 6onee 5 miu (100 mr) B Teuenue 24 yacos. Eciu
CHUMIITOMBI JIUXOPAJKU HE YMEHBINAIOTCS, HEOOXOAUMO 0OpaTUTHCS K Bpady.

4.3. TIpoTuBOMOKA3AHHUS

* ['unepuyBCTBUTENBHOCTh K MOymnpodeHy Wi K JII000MYy M3 BCIIOMOTaTENIbHBIX BEILECTB,

IIEPEUUCIICHHBIX B pazzaene 6.1.
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» IlonHoe WaM HEMONHOE codeTaHhe OpPOHXMATbHON acTMbl, PELUAMBUPYIOLIETO IOJIMIIO3a
HOCAa M OKOJIOHOCOBBIX Ia3yX M HENEPEHOCUMOCTU alleTUJICAINLUIOBOM KHUCIIOTHl WIN
npyrux HIIBII.

* KpoBoreuenue wunu mnepdopanus s3Bbl OKEITyAOYHO-KHILIEYHOTO TPaKTa B aHaMHese,
cripoBoupoBanHbie npuMmeHenuem HITBII.

* DpO3UBHO-5A3BEHHBIC 3a00JIEBaHMUS OPraHOB >KEIYAOYHO-KHIIEYHOTO TPAaKTa (B TOM YHCIE
s3BeHHas1 OOJIE3Hb KeNMyJIKa M JIBEHAJLUATHIIEPCTHOW KHUIIKH, Oone3Hb KpoHa, sS3BEHHBII
KOJIUT) WM A3BEHHOE KPOBOTEUEHHE B aKTUBHOW (haze mwiM B aHaMHe3e (JBa wiau Ooiee
MOJTBEPKAECHHBIX SMM30/1a SI3BEHHOH 00JIE3HU UJIH A3BEHHOTO KPOBOTEUEHU).

* Tsxenmas medeHOUYHass HEIOCTATOYHOCTH WM 3a00JI€BaHNE TIEUYEHH B aKTUBHOM (ase.

* IloyeuHas HEIOCTATOUYHOCTH TSDKEIOM CTENEHM TsKECTH  (KiaupeHc  KpeatuHuHa <30
MJI/MHH), IOJTBEPXKAECHHAs TUIIEPKATUEMUSI.

» JleKOMIIEHCUPOBaHHAasl CepAcYHas HEJOCTATOYHOCTb, IEPUOJ IOCIIE IPOBEACHHUS
AOPTOKOPOHAPHOTO LIYHTUPOBAHHUS.

+ IlepeOpoBacKysipHOE UM HHOE KPOBOTCUCHHE.

* T'emo¢unus u 1pyrue HapylIeHUs] CBEPTHIBAEMOCTU KPOBH (B TOM YMCJIE TUIOKOATYJISALUA),
reMOpparu4ecKue JUaTe3pl.

» Bepemennocts B cpoke Oosee 20 Henenb (cM. pa3aen 4.6.).

« Jlepuuut caxapasbl/u3oManbTasbl, HENEPEHOCUMOCTb (DPYKTO3BI, IIIIOKO30-TaIaKTO3HAS
ManbabcopOIus.

* IIpuem apyrux HIIBII B kauectBe 00€300/MBAIOLIEr0 WM aclUpHHA B CYTOYHOH J03€
BbILIE 75 MT.

* Macca Tena pebeHka 710 5 Kr.

* Bospact 10 3 mecsues.

4.4. Oco0ble yka3aHusl U Mepbl IPeJ0CTOPOKHOCTH NTPU NPUMEHEHHH

C 0CTOPOKHOCTBIO

[Ipyn HamMumuM COCTOSIHWM, YKa3aHHBIX B JIAaHHOM pasjelie, Iepel NMPUMEHEHHWEM Ipenapara
N6ynpoden BII cinenyer npoKOHCYIBTUPOBATHCS ¢ BPAYOM.

OpnoBpemennslii npueM apyrux HIIBII, nanuune B aHamMHEe3e OJHOKPATHOIO 3MHM307a
S3BEHHOI 00Je3HM KemyaKa UM si3BeHHoro kpoBoredeHus JKKT, racTput, sHTEpUT, KOJIMT,
Hanuuue wuHekuuu Helicobacter pylori, sS3BeHHBIH KOMUT; OpOHXHalbHAs acTMa WIH
ajuieprudeckue 3a00J€BaHMs B CTaJAMU OOOCTPEHHUs WINM B aHAMHE3€ - BO3MOXHO pPa3BUTHE
OpoHxXocna3Mma; TsDKeJble cOMaTH4YecKue 3a00JeBaHMs, CUCTEMHas KpacHas BOJYAaHKA WM

CMCIIaHHOC 3a00JIeBaHHE CO€OUHUTEIbLHON TKaHU (CI/IHIlpOM ]_Hapna) - HOBBIIICH PHUCK
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aCeNnTUYEeCKOr0 MEHMHIMTA; BETpsHAs OCIa; MOYeYHass HEJAO0CTaTOYHOCTh, B TOM 4YHCIE NPHU
obOe3BokuBaHuM (KiaupeHc kpeatuHuHa 30-60 MII/MHH), 3aIepiKKa >KHIKOCTH U OTEKH,
NEYEHOYHAass ~ HEJAOCTaTOYHOCTh,  apTepHajbHAas  TUIEPTEH3Us  W/MIM  cepAeydHas
HE/0CTaTOYHOCTh,  1IepeOpPOBACKYJIApHbIC 3a00J€BAHUA, JUCIUIHMIEMUS/ TUIEPIUITUIEMHUS,
caxapHblii nuaber, 3a0oseBaHus nepudepruuecKux apTepuil, 3a00ieBaHUS KPOBH HESICHOM
STHOJIOTUU (JICHKOTIEHHs], aHEMH); OJJHOBPEMEHHBINH MPHUEM JPYTHX JIEKAPCTBEHHBIX CPEJICTB,
KOTOpBIE MOTYT YBEJIWYHTb PHUCK BO3HUKHOBEHHS $3B WJIM KpPOBOTEUEHHS, B YacTHOCTH,
NEPOPAbHBIX TNIIOKOKOPTHUKOCTEPOUJIOB (B TOM 4YMCJE MPEIHU30JI0HA), aHTHUKOAryJISHTOB (B
TOM 4ucie Bap(papHHa), CEICKTUBHBIX MHTMOUTOPOB OOpAaTHOIO 3axBaTa CEPOTOHHMHA (B TOM
qHcie UTaonpaMa, (pIyoKkceTHHa, MapoKCeTHHA, CepPTpaHa) MM aHTHATPEraHToB (B TOM
yyclie aleTHICATMIMIOBOM KHUCIIOTHI, KJIOMUIOrpena); OepeMeHHOCTh B cpoke MeHee 20
HeJlelb, IEPUoJI TPYJHOI0 BCKapMIIMBaHUS, TOKUIION BO3pacT.

Oco0bIe YKa3aHuiA

PekoMenayercs mpuHUMaTh IMpenapar MakKCUMalbHO BO3MOMKHBIM KOPOTKMM KypcoM M B
MUHUMaJIBHOH 3()(peKTHBHOI 103€e, HEOOXOJUMOH ISl yCTPAaHEHUsI CHMITTOMOB.

Bo BpeMs AnuTeNnbHOTO JiedeHHs] HEOOXOIUM KOHTPOIb KapTHHBI MepupepuyecKoil KpoBU U
(YHKIIMOHATTBHOTO COCTOSHUSL TIE€UeHU M ToueK. [Ipu mosBIeHWHM CHUMITOMOB TracTpONaTUu
MOKa3aH TIIATENbHBI KOHTPOJb, BKIIOYAIOIINI MPOBEACHUE 330(haroracTpoayoeHOCKOINH,
oOmuii aHanmu3 KpoBU (omlpeaeneHue reMorjoOnHa), aHajdu3 Kajla Ha CKPBITYyI0 KpoBb. Ilpu
HE00XO/IMMOCTH OlpeieNieHus 1 7-KeTocTepouI0B Npenapar cielyeT OTMEHUTh 3a 48 4acoB 10
uccaen0Banus. B mepuon sedeHns He peKOMEHIyeTCsl IPUEM 3TAHOJIA.

[IpenapaT mpoTHBONOKAa3aH MallMEHTaM C HEIIEPEHOCUMOCThIO (PPYKTO3BI, TAK KaK COJEPKUT B
COCTaBE MAJIbTUTOJL.

[Ipemapat MOynpoden BII comep uT riaumepos, KOTOPbI MOXET BBI3BaTh T'OJOBHYIO OOIb,
paccTpoMCTBO XKeyIKa U JUapELO.

No6ynpoden BII MOXHO NpUMEHSTH JOETSAM C caxapHbIM J1uabeToM, TaK Kak Ipenapar He
colepKUT caxapa. He conepKuT KkpacuTenen.

[TaneHTaM ¢ MOYeYHON HEJOCTATOYHOCTHIO HEOOXOAWMO MPOKOHCYJIBTUPOBATHCS C BPauoM
nepes NpUMEHEHNEM IpenapaTa, MOCKOJIbKY CYIIECTBYET PUCK YXYAIEHHs (YHKINOHATBHOTO
COCTOSIHUS ITOYEK.

[TanimeHnTam ¢ TUTIEPTOHHMEW, B TOM YHWCIE B aHAMHE3€ HW/WJIW XPOHUUYECKOW CepIeUHOU
HEJ0CTaTOYHOCThIO, HEOOXOJIMMO MPOKOHCYJIBTHPOBATHCS C BpayoM Iepesl MPUMEHEHHEM
IpenapaTa, IOCKOJIBKY IIpermapaT MOXET BbI3BIBATH 3aJEP)KKY IKUAKOCTH, IIOBBIIICHHE

ApTCPHUAIBHOTO AABJICHUA U OTCKH.
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[Tpumenenne HIIBII y manueHTOB C BETPSIHON OCION MOMXKET OBITH CBS3aHO C IMOBBIIICHHBIM
PUCKOM  pa3BUTUSI TSDKENIBIX THOWHBIX OCJIOXXHEHHUH  HH(EKIMOHHO-BOCTIATUTEIBHBIX
3a00J€BaHUN KOXM M TOJKOXXHO-KUPOBOW KJIETYATKH (HANpPUMEp, HEKPOTH3UPYIOIIEro
¢daciuuta). B cBsi3u ¢ 3TUM pekoMeHyeTcs u3berarb NpUMEHEHUS Mpernapara Ipu BEeTPSHOM
ocrie.

Cepbe3Hble KOJKHBIE pEaKLMH, HEKOTOPbIE U3 HUX CO CMEPTEIbHBIM HCXOJOM, B TOM YHUCIIE
skconmaTuBHEIN aepMaTuT, cuHApoM CTuBeHca-/[PKOHCOHA M TOKCHYECKUN ATHACPMAIIbHBIN
HEKpOJIu3, JuarnoctupoBanuck Ha ¢pone npumeHeHuss HIIBII Tonpko B oueHb peKUX ClTydasx.
[Ipenmnonaraercs, 4To MaeHTHl HauOoOJIee MOABEPKEHbI PA3BUTHIO STUX PEaKIUil HA paHHEM
JTafne Tepaluy; HayaJllo pPeakUuu B IOJABJISIONIEM OOJBIIMHCTBE CIy4yaeB IMPOUCXOJIUT B
TE€YEHUE NIEPBOT0 MECSLA JICUCHMUS.

[Tpumenenue HIIBII, conepkammx uOynpodeH, MOXKET BBI3BIBATH TAaKHUE TSKENbIE KOXKHBIE
peaxiuu, Kak OCTPbI TeHepalln30BaHHbIN Sk3aHTeMaTo3HbIl myctyne3 (AGEP). [Ipumenenue
nbynpodeHa cieayeT MNPEeKpaTUTh IPH MEPBOM MOSBICHUU TPHU3HAKOB W CHMIITOMOB
CephE3HBIX KOXKHBIX PEAKIINN, TAKUX KaK CHIIb Ha KOXKE, MOPAKECHUS CIU3UCTBIX 000JI0YEK, HITH
JOOBIX APYTUX MPU3HAKOB TMIIEPUYBCTBUTEIHHOCTH.

[Ipumenenne HIIBII, copepxamux uOymnpodeH, MOXKET MaCKUPOBATh CHMITOMBI
MHQPEKIMOHHOTO 3a00JI€BaHUsA, YTO MOXKET MPHUBECTH K 33JePKKE Hayalla COOTBETCTBYIOIIETO
JICYEHHUS U TEM CaMbIM OCJIOKHUTH TeueHue 3aboneBanus. Ecnu Noynpoden BII npumenstor
MpU TOBBIICHUH TEMIEpaTyphl Tela WM Jis obOnerdeHus Oonu Tpu  HHQEKIUH,
pPEKOMEHAYeTCsS TPOBOUTh MOHUTOPUHT MH(EKIIMOHHOTO 3a00ieBaHMs. B ycloBusX sedeHus
BHE MEIUIIMHCKOTO YUYPEXKICHHs MAalMEeHT JOJDKEH OOpaTUThCS K Bpady, €CId CHUMITOMBI
COXPaHSIOTCS WIH YCUIUBAIOTCS.

VY mnanueHToB ¢ OpOHXHAJbHOW acTMOW WM C ajIepruuecKuM 3a00JieBaHMEM B CTaJUH
000CTpeHus, a TAKKEe Yy MAIUEHTOB ¢ OPOHXMAIBHON acTMOM/anaepruieckium 3a00JeBaHUEM B
aHaMHe3e, TpermapaT MOXET CHOpoBoLMpoBaTh Oponxocna3m. Crnemgyer  u3berarthb
OJIHOBpeMEHHOTo npuMmeHeHus wuOynpodena u apyrux HIIBIL, Bxmrouas (cenekTHBHBIE
uHruouTops L{OI'-2).

Pe3ynpTaThl KIMHUYECKUX UCCIEA0BAHNUN U SMIUIEMUOJIOTNYECKUE TaHHbIE CBUJIETENBCTBYIOT O
TOM, YTO HCIOJIb30BaHKEe HOympodeHa, B 0COOCHHOCTH B BBICOKHX J03aX (2400 Mr B CYTKH) H
MIPH JUTUTEIHHOM JIEYEHHH MOKET OBbITh CBSI3aHO C HEOOJBIIMM yBEJIIMYEHHEM PHCKA Pa3BUTHUS
apTepHalIbHbIX TPOMOOTHYECKHX OCJOXKHEHUH (Hampumep, HMH(]apkTa WIM HUHCYJIbTa). B

OcJIoOM, JaHHBIC OSIIMIACMHUOJIIOIMYCCKUX Ha6HIOHCHHﬁ HC CBHIACTCIILCTBYHOT O TOM, 4YTO
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MpUMEHEeHUEe HU3KUX 103 uoynpodena (< 1200 Mr B CyTKH) CBSI3aHO C TMOBBIIIEHHBIM PUCKOM
pa3BuTHs HH(pAPKTa MHOKAP/A.

CymiecTByeT piCK BOSHUKHOBEHHSI TOYEUYHOM HEJOCTATOUYHOCTH Y JIETeH ¢ 00E3BOKUBAHHEM.
HIIBIT HeoO6XxoauMoO MPUMEHSITh C OCTOPOXXHOCTBIO y TAIMEHTOB C HAJIMYHEM 3a00JIeBaHHI
KEITyT0YHO-KUIIEUHOTO TPaKTa (A3BEHHBIA KOJUT, Oosie3Hb KpoHa), mpuem 3THX IMpenapaToB
MOJKET IPUBECTU K 0OOCTPEHHUIO YKAa3aHHBIX COCTOSHUM.

Coobmanoch 0 cCiIy4asx > KeIyJOYHO-KHUIIEYHOTO KPOBOTCUCHMS, W3BSA3BICHHUS MU
nepdopaium, KOTopble MOTYT MPHUBOJAUTH K JIeTalbHOMY Hcxony, mnpu jedenuun HIIBIT B
0001 MOMEHT JICUEHHUS, C Pa3BUTHEM MPEAYNPEKIAIONINX CUMITOMOB WK 0€3 HHX, MpH
HAJIMYUU WU OTCYTCTBUU B aHAMHE3E CEPHE3HBIX KEITY0THO- KUIICUHBIX 3a00sieBanmid. Prck
KEITyJTOYHO-KUIICYHOTO  KPOBOTCUCHUS, W3BS3BICHUS WM mepdopallud BBINIE TPU
yBennueHun n03 HIIBII, y manueHTOB ¢ HajnuuueM $3Bbl B aHaMHE3€, B OCOOEHHOCTH
OCIIO)KHEHHOM KpOBOTeUeHHWEM WM mepdopanued, a Takke y MOXKHIbIX Jrofei. J(aHHbIM
MaIMeHTaM cJelyeT HauuHaTh JICYeHHE C MUHUMAJIbHOW JOCTYITHOH JT03BI IIpenapara.
[TaneHTBI ¢ UCTOPUEH TOKCUYHOCTH CO CTOPOHBI JKEITYJI0YHO-KHIIEYHOTO TPaKTa, OCOOCHHO
MOXKUJIbIC TALUEHTHI, JTOJKHBI COOOUIUTH O JIFOOBIX HEOOBIYHBIX CHUMIITOMAaX CO CTOPOHBI
KEITyTOYHO-KUIIEUHOTO TpakTa (OCOOCHHO IKENyAOYHO- KHUIIEYHOTO KPOBOTEUYECHHMS), B
OCOOCHHOCTH Ha paHHUX CTaJAHuSIX JiedeHHs. [IpH TOSBICHHH >KEIyI0YHO-KUIIICYHOTO
KPOBOTECUECHHSI WM W3BS3BICHHUS y MAIMEHTOB, MOJIYYaONMX HOyNpodeH, JiedeHnue TOIHKHO
OBITH MPEKPAILIECHO.

4.5. B3aumopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH NpenapaTamMM M Jpyrue BH/bI
B3auMOAeHCTBUI

Cnenyer wm30erarb OJHOBPEMEHHOrO TNPWMEHEHWs HOvopodeHa CcO  CIEAVIOIIMMHU

JICKAPCTBCHHBIMHU CPCACTBAMMU .

. Ayemuncanuyunosas xucioma: 3a WUCKIOYeHHeM Hu3kux JIO3 anerusicaauimnioBoi
KHCIIOTHl (He Oonee 75 Mr B CYTKHM), Ha3HAQuU€HHBIX BpadyOM, IIOCKOJIbKY COBMECTHOE
MPUMEHEHUE MOXKET TOBBICUTh PUCK BO3HUKHOBEHHS T000YHBIX d3ddektoB. I[lpu
OJTHOBPEMEHHOM  TMPUMEHEHHH  UOYNpodeH  CHIKAaeT  MPOTUBOBOCHAIUTENBHOE |
aHTHArperaHTHOE JEHCTBHE alleTHIICATHUIIMIOBOM KHCIOTH (BO3MOXHO MOBBIIEHHE YaCTOTHI
pPa3BUTHUSL OCTPOM KOPOHAPHOW HEAOCTATOYHOCTH Yy NAIMEHTOB, MOJYYalolIUX B KauyeCTBE
aHTHArperaHTHOTO CpEe/ICTBa MaJble J103bl AalEeTUJICATMIMIOBON KHUCIIOTHI, TOCJe Hayaia

npuemMa uoymnpodeHa).
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. Ilpyeue HIIBII, 6 mom uucne cenexmugHvle uneuoumopst [JOI-2: cnenpyetr uzberatb

OJTHOBPEMEHHOTO0 TpPHUMEHEHHUs JAByX Hu Oojee mnpemaparoB u3 rpymnnsl HIIBII wu3-3a
BO3MOYKHOT'O YBEJIMUEHHSI PUCKA BOBHUKHOBEHHUSI TOOOYHBIX AP PEKTOB.

C _ OCTOPOKHOCTBIO NPHUMEHATH  OJJHOBPEMEHHO CO  CICAYIONIMMH _ JICKAPCTBEHHBIMU

CpEACTBAMMU .

. Anumukoacynianmul u mpomoonumuueckue npenapamsi: HIIBII MmoryT ycunusate 3 ekt
AHTHUKOATyJIIHTOB, B YaCTHOCTH, Bap(aprHa U TPOMOOIUTHIECKUX MIPETIAPaTOB.

. T'unomenzusnvie cpeocmea (uneudbumopvr AIID u anmaeonucmol aneuomensuna 11) u
ouypemuxu. HIIBII moryT cHmkath 3¢Q(EeKTHBHOCTH MpenapaToB 3TUX TIpynil. JuypeTuku u
uHrHOuTOpHl AII® MoOryT nMosimate HegpoTokcnuHocts HITBII.

. I'nioxoxopmuxkocmepouosl: NOBbILIEHHBIH pUcK oOpa3oBanus 3B KKT u xenynouno-
KHUIIIEYHOT'O KPOBOTEUYECHHUS.

. Aumuaecpecanmuvl U celeKmMugHvle UHSUOUMOPLL 0OPAMHO20 3AX8AMA CEPOMOHUHA:
MOBBIIIEHHBIA PUCK BO3SHUKHOBEHMS JKEITYJOUYHO-KUILIEYHOT'O KPOBOTEUEHHUS.

* Cepoeunvie enuxosudvl. onHoBpeMeHHoe HazHauenrne HIIBII u cepaeuHbIx TMKO3UA0B
MOXKET TPHUBECTH K YCYIyOJICHHIO CepIeYHOW HEAOCTATOYHOCTH, CHIDKEHUIO CKOPOCTH
KITyOO4YKOBOW (DMIIBTpAIIMM U YBEIMUYCHUIO KOHIICHTPAIMH CEPJICYHBIX TITUKO3UIOB B ILIa3Me
KpOBH.

. Ilpenapamul tumus: CylIECTBYIOT JaHHBIE O BEPOSITHOCTU YBEJIMYEHMsI KOHLEHTpalUU
JUTHA B TU1a3Me KpoBU Ha ¢oHe npumenenus [TTIBII.

. Memompexcam: CylIECTBYIOT JaHHbIE O BEPOSATHOCTH YBEJIWYEHHS KOHLEHTpPALUU
METOTpeKcaTa B I1a3Me KpoBu Ha pone npumMenenus IT1IBII.

. Luxknocnopun: yBenuueHue pucka HepPOTOKCUUYHOCTHU MPU OJHOBPEMEHHOM Ha3HAUYE€HUU
HIIBII u nuknocnopuHa.

. Mudghenpucmon: npuem HIIBII cnenyer HauaTh He paHee, ueM uepe3 8 - 12 aHelt mocne
npuema Mugenpuctona, nockonbky HIIBII moryT cHmkath 3¢ (eKTHBHOCTh MU(ENPUCTOHA.

. Taxponumyc: npu omHoBpemeHHOM HazHadeHun HIIBIT w Takponmmyca BO3MOXKHO
yBeJIUYEHUE prcKa HEYPOTOKCUYHOCTH.

. 3uoosyoun: omnoBpemenHnoe npumenenne HIIBII u 3umoByanHa MOXKET TPHUBECTH K
MOBBIIIEHUIO T€MAaTOTOKCUYHOCTH. VMIMEIOTCS TaHHBIE O MOBBIIIEHHOM PUCKE BO3HMKHOBEHHS
remaptpo3a u rematoM y BUYU-mOI0XHUTENBbHBIX TAIMEHTOB C TreMOMUINEH, MOITydYaBIIUX

COBMECTHOE JIEYEHHE 3UJI0BYIMHOM U HOYTIPOPEHOM.
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. AHmubuomuKku XUHOIOHO8020 psda: y TAIMEHTOB, MOJYYAIONIMX COBMECTHOE JICUCHHE,

HIIBII 1 anTHOMOTHKAaMU XHHOJIOHOBOTO Psifia, BO3MOKHO YBEIMUCHHE PUCKA BO3SHUKHOBEHUS
CyZI0pOr.

4.6. ®epTHIBHOCTH, 0€PEeMEHHOCTD U JIAKTALMS

bepemeHHOCTD

He cnenyer mpumenste HIIBII sxenmmunam c 20-oii Hemenu OEpeMEHHOCTH B CBSI3U C
BO3MOXXHBIM ~ Pa3BUTHEM MaJIOBOJIUSI W/MIM TMATOJOTUM TOYEK y HOBOPOXKICHHBIX
(neonatanpHasg mnodeuyHas aucysknus). Crenyer wus30eraTb NpUMEHEHHUsS MperapaTa Mpu
OepeMEeHHOCTH B cpoke MeHee 20 Helleb.

JlakTanus

Wmerorcst TaHHBIE O TOM, 9TO MOYNPO(EeH B HE3HAYUTEITHHBIX KOJTMYECTBAX MOXKET MPOHHUKATH
B IPYJHOE MOJOKO 03 KaKMX-IHOO OTPHUIATEIbHBIX MOCIEACTBHMA AJS 3J0POBbS TPYIHOTO
pebeHka.

4.7. BuausiHue HA CIOCOOHOCTH YNPABJSTH TPAHCIIOPTHBIMHU CPeICTBAMM U PadoTaTh €
MeXaHu3MaMu

[Tanmentam, OTMEUaOIIUM TOJIOBOKPYKEHUE, COHJIUBOCTD, 3aTOPMOKEHHOCTh WJIM HAPYIICHUS
3peHus npu npueme udynpodena, cienryer u3derarb yrnpaBieHUs TPAHCIIOPTHBIMHU CPEACTBAMHU
1 paboThI C MEXaHU3MaMHU.

4.8. HexkenatebHble peaKkiuu

Pesrome npoduiist 0e300acHOCTH

Puck BO3HMKHOBEHHUSI HEKENIaTEIbHbBIX PEaKIUi MOKHO CBECTU K MUHUMYMY, €CIIH IPUHUMATh
npenapar KOPOTKHM KypcOM, B MHUHUMAJIbHOW 3(PGEKTHBHON 103€, HEOOXOAUMOU JIst
YCTpaHEHUsI CHMIITOMOB.

HexenatenbHble peaklinyi MPEUMYIIECTBEHHO SIBIISIOTCS 10303aBUCHMBIMU.

Pe3roMe HexxenaTeabHbIX PeAKIIUM

HwxkenepeurcieHHbIE HEXeNATEIbHBIE PEAKIIMM OTMEUAINCh MTPH KPATKOBPEMEHHOM ITpHEME
ubynpodena B 103ax, He npepbimaromux 1200 mr/cyt. [Ipu nedeHnn XpOHUIECKUX COCTOSHHI
Y TIPH JUTUTEITBHOM NMPUMEHEHHH BO3MOXKHO TIOSIBJICHHE JAPYTHUX HEKEIATEIIBHBIX PEaKITUi.
OreHKa YacTOThl BO3HMKHOBEHHUS HEKEIATENBbHBIX PEaKIMi MPOU3BEJCHA HAa OCHOBAHUU
CIICAYIONIMX KpHUTepueB: ouenv uacmo (>1/10), yacmo (ot >1/100 no <1/10), newacmo (ot
>1/1000 no <1/100), peoxo (ot >1/10 000 mo <1/1000), ouenv peoxo (<1/10 000), vacmoma
HeussecmHua (AHHBIE 110 OI[CHKE YaCTOThI OTCYTCTBYIOT).

Hapywenue co cmoponvl kposu u aumgpamuueckoii cucmemul
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Quenb _pedxko:. HapylLIEHUs KPOBETBOPEHUs (aHEMMs, JIEHKONEHMs, TpPOMOOLUTONEHHUS,
MAHIUTOIEHUS, arpa”yjaouuTto3). I[lepBpIMM cHMITOMaMM TaKUX HapyLIEHUH SBISIOTCS
TuXopajaka, 0ok B TOpJe, MOBEPXHOCTHBIE $3BBI HA CIM3HCTOM OOOJOYKE MOJOCTH PTa,
IPUNNONONO0HBIE CHMITOMBI, BBIPaKEHHAs CJ1a0OCTh, HEOOBSICHUMBIE KPOBOTEUEHUS U
KPOBOIOATEKH (CHHSIKH).

Hapywenus co cmoponvl uMMmyHHOU cucmembl

Heuacmo: peakuuy TUNEpYyBCTBUTEIBHOCTH — HECTEUU(PUYECKUE aJUIEPTHUECKUE PEeaKInu
(3y, KpanmuBHUIIA).

Quenb pedko: TSHKENbIE PeaKLUU THIEPYyBCTBUTEIBHOCTH, B TOM YHUCJE OTEK JIMIA, S3bIKa U
TOpPTaHW, OJBIIIKA, TAaXWKApAWA, TUNOTEH3Us (aHaduiakcus, oTeKk KBHHKE WM TSDKENbIH
aHa(pUIAKTHYECKUH 10K ), SKC(POTMAaTUBHBIN 1 OyJUIC3HBIH JepMaTO3bI.

Yacmoma neuzsecmmua. THIICPPCAKTUBHOCTL CO CTOPOHBI AbIXATCIIbHBIX HYTeﬁ, B TOM 4HCJIIC

OpoHXualpHasg  acTMa, OpOHXOCHAa3M WM  OJbIIIKA, CHHIPOM  JIEKapCTBEHHOU
TUIEPYYBCTBUTEIBLHOCTH, OCTPBIN T'€HEpaM30BaHHbIN d3Kk3aHTeMaTo3HbIH mycTyse3 (AGEP).
Hapywenus co cmoponuvl Kodcu U NOOKON#CHBIX MKAHel

Heuacmo: pa3znuunbie GOpPMBI KOKHOH CHIIH.

Ovyenp pedxo: 3KC(1)OJ'II/IaTI/IBHBIC u 6y.]'IJ163HLIe ACpMaTo3bl, B TOM YHUCIIC TOKCHYECKHUH

SMUAEPMAIbHBIA HEKpoIu3, cuHApoM CtuBeHca-J[)koHCOHA, MyIbTU()OPMHAs HpUTEMA.

Yacmoma nHeuzsecmua. pCaKknuAd Ha JICKapCTBCHHOC CPCIACTBO C 303HHO(1)I/IJ'IH€I>1 N CUCTCMHBIMH

CUMIITOMaMHU (CHHIPOM JIEKapCTBEHHOW rumnepuyBcTBUTENbHOCTH - DRESS), octpslit
reHepaJIN30BaHHBIN sK3aHTeMaTo3HbIH myctyie3 (AGEP), peakunn ¢poTouyBCTBUTEIBHOCTH.
Hapywenus co cmopoHbl d#ceny00uHo-KuueyHo2o mpakma

Heuacmo: 601b B )KUBOTE, TOIIHOTA, JUCIIETICHUSI.

Peoxo: nuapes, meTeopusm, 3arop, pBoTa.

QOuenv _pedro: menTudeckas s3Ba, nepdopanus WM KeayJOoYHO-KUIIEYHOE KPOBOTEUYEHUE,
MeJIeHa, KpOBaBas pBOTA, SI3BEHHBIM CTOMATHUT, TaCTPUT.

Yacmoma Heuzgecmua. 060CTp€HI/IC SI3BEHHOT'0 KOJIUTA U OOJIC3HU KpOHa.

Hapywenue co cmopoHbl neuenu u scenuesblooauux nymei
QOuenb pedxo: HapylIeHUs! PYHKINU TTEYESHH.

Hapywenue co cmoponsl nouex u Mouegbl800AWuUx nymei

Quenvb ___peoko: ocTpasi ~ IOYeYHass  HEAOCTAaTOYHOCTh  (KOMIIEHCHUpOBaHHas U
JIEKOMIIEHCUpPOBaHHasl), OCOOEHHO TpHU JUIMTEIbHOM TPUMEHEHHHM, B COUYETAaHUU C
MOBBIIIEHUEM KOHIICHTPAllMM MOYEBUHBI B IUIa3ME€ KpPOBM U IIOSIBIEHUEM OTEKOB,

HaHHJ’IJ’IﬂpHBIfI HCKPO3.
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Hapywenus co cmoponul nepanoii cucmemvl

Heuacmo: ronosHas 00ib;

Quenb pedko: aceNTHUUYECKUH MEHMHTUT (€IUHUYHBIC CIy4al CHUMIITOMOB acCENTHYECKOTO
MEHUHTHTA, TaKUX KaK PUTHAHOCTbH 3aTHUIOYHBIX MBI, T'OJOBHAs 0O0Jb, TOLIHOTA, PBOTA,
JUXOpaJika U MoTepsl OPUEHTALUU, HAOIIOAAIMCh TIPU JeueHUU HOynpodeHOM y MalUEeHTOB C
ayTOMMMYHHBIMH 3a00JI€BaHUSAME (CHCTEMHAsi KpacHas BOJMYaHKA M CMEIIaHHOE 3a00JeBaHMe
COCIMHUTEIIbHON TKAHM)).

Hapywenus co cmoponwl cepoeuno-cocyoucmoii cucmemul

Yacmoma _neussecmua. cepacuHad HEAOCTATOYHOCTD, nepncbepnqecxne OTCKHU, IIpH

JUINTEIPHOM TPUMCHCHUH TIOBBINICH PUCK TPOMOOTHYECKUX OCJIOXHEHHWHA (Hampumep,
nH(}APKT MUOKap/Ia WM UHCYJIBT), IOBBIIIICHHE apTEPUAITBHOTO JTaBIICHUS.

Hapywenue co cmoponvt OvixamenvbHoU cucmemvl, Op2aHO8 ZpyOHOU KIemKU U OpPeaHO8
cpedocmenust

Yacmoma neuzsecmua: OpOHXUATBHAS aCTMa, OPOHXOCIIA3M, OJIBIIIKA.

Jlabopamopnwle nokazamenu

- FéMaTOKPUT WU IeMOIJIO0MH (MOTYT YMEHBIIATHCS)

- BpeMsI KpOBOTEUEHHs! (MOTYT YBEIMUUBATHCS)

- KOHLIEHTpALXs [JIFOKO3BI B IJ1a3Me KPOBU (MOKET CHUKAThCS)

- KJIIMPEHC KpeaTuHUHA (MOXKET YMEHbILIATHCH)

- IUTa3MEHHAas! KOHLEHTPAIHsI KpeaTUHUHA (MOXKET yBEJTMUNBAThCS)
- aKTUBHOCTb «II€YEHOYHBIX» TPAHCAMUHA3 (MOXKET MOBBILIATHCS)

Co0011eHns 0 TOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIINIX

BaxxHo coo0marh o Jr00bIX MOJI03PEBAEMbBIX HEXKENATENbHBIX PEAKIUSAX MOCIEe PEerucTpanuu
JIEKapCTBEHHOTO  Mperapara ¢  Ledbio  00ecreyeHHs  HeNpepblBHOIO  MOHHUTOpPHHIA
COOTHOILIEHUS «I0Jb3a - PUCK» JIEKAPCTBEHHOIO Ipenapara. MeTUIMHCKUM pPaOOTHUKAM
peKoMeHayeTcsl  cooOlmarb O J0OBIX  MOJO03PEBAEMBIX  HEXKENATENbHBIX  pEeaKLUsix
JIEKapCTBEHHOI'0 IIperapaTra 4yepe3 HalMOHAIbHBIE CHUCTEMBI COOOIIECHHS O HEXKeNaTeIbHBIX
peaxkuusx rocyaapcTs - 4ieHOB EBpa3zuiickoro 3KOHOMHU4ECKOIO COH3a:

Poccuiickasg @enepanusa

®denepanbHas ciyx0a o Hag30py B cdepe 3npaBooxpanenus (Pocsnpasuaazop)
Anpec: 109012, r. MockBa, CnaBstHCKast TUI01Ia1b, 1. 4, cTp. 1

Tenedon: +7 (499) 578 06 70

dakc: +7 (495) 698-15-73

OnektpoHHas nmoyra: pharm@roszdravnadzor.gov.ru

10



COOTBETCTEYET 3KCNEPTHOMY OTUETY
5022024 M= 2025

ot 05.02 202
=4 L e

(NOCNEQCBATENEHOCTE 0002)

www.roszdravnadzor.gov.ru

PecnyOauka Benapycs

PecnyOnukanckoe ynurapHoe npennpusitue «LleHTp JKcmepTH3 M UCHBITAaHUH B
3/IpaBOOXPAaHEHUI

Anpec: 220037, r. Munck, ToBapuiieckuii nep. 2a

Tenedon: +375-17-231-85-14

dakc: +375-17-252-53-58

DnekTpoHHas nmo4ra: repl@rceth.by

www.rceth.by

4.9. Ilepeno3upoBKa

VY nereld CHMIITOMBI TIEPEIO3UPOBKHA MOTYT BO3ZHHKATh IOCIIE TMPUEMa JI03bI, MPEBBIIIAIONICH
400 mr/kr mMacchl Tena. Y B3pOCIbIX J0303aBUCUMBIN 3((HEKT mepeo3upoBKU MEHEEe BhIPaKeH.
[lepuon monyBbIBEACHHS IpenapaTa Mpu nepeao3upoBke coctasiseT 1,5-3 gaca.

CuMOTOMBI

TomHoTa, pBOTA, 00K B AMIUTacTPaIbHON 00IACTH HIH, peXe, AUapes, IIyM B yIIax, TOJIOBHAS
00Jb U KEMyJIOYHO-KUIIEYHOE KpoBOTedeHHe. B Oosee TSHKENbIX clydasx HaONI0AaroTCs
MIPOSIBIICHUS CO CTOPOHBI LIEHTPAJILHON HEPBHOM CHUCTEMBI: COHIIUBOCTb, PEAKO - BO30YKIeHuE,
CYIOpOTH, JE30pHEHTalus, KoMa. B ciydasx TsHKeIoro OTpaBIICHUS MOXKET pa3BUBATHCS
METa0OMMYECKUH  aluI03 W yBEIMYEHHE TMPOTPOMOMHOBOTO  BPEMEHHW, IOYeUYHas
HE/I0CTaTOYHOCTh, MOBPEKJEHUE TKAHU II€YEHH, CHIIKEHHE apTepUalbHOIO JIaBJICHUS,
YTHETEHUE JIbIXaHUs U IMaHO3. Y MalUEeHTOB ¢ OPOHXUAIBHOW acTMOW BO3MOXKHO 00OCTpeHue
3TOro 3a00JIEBaHUS.

Jleuenue

CumnTomaTHyeckoe, ¢ 00sS3aTeNIbHBIM 00€CIeYeHneM IMPOXOAMMOCTH JAbIXaTEeNbHBIX IyTEH,
MoHUTOpUHIroM DKI' 1 OCHOBHBIX MOKa3aTenen KU3HEeAEATEIbHOCTH BILIOTh 10 HOpMaIU3aluu
COCTOSIHUSI TTallMeHTa. PekoMeHIyeTcst mepopaibHOe MPUMEHEHHE aKTUBUPOBAHHOTO YIS MITH
MIPOMBIBaHUE JKENTy/Ka B Te€YeHHEe | 9aca mocje mpueMa MOTEHIMATbHO TOKCHYECKOW O3B
ubynpodena. Ecau ubympoden yxe adbcopOMpoBaicsi, MOKET ObITh HAa3HAYEHO MIETIOYHOE
MUTHE C IENBI0 BBIBEACHUS KHCIOrO MPOU3BOAHOTO MOympodeHa moykamu, GopcupoBaHHBIN
auype3. YacTele WIM TMPOJOKUTENBHBIE CYJOPOTH CIEAyeT KYyMUPOBaTb BHYTPHUBEHHBIM
BBEJICHHEM JHaszernamMa Wid Jiopazenama. llpw yxyameHWH OpOHXHAIBHOW — acTMBI
pEKOMEHIyeTCS TPUMEHEHHE OPOHXOIMIIATATOPOB.

5.  ®APMAKOJOIMYECKHUE CBOMCTBA

5.1. dapmakoauHAMUYECKHE CBOICTBA
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dapmakoTepaneBTHIYECKass TPyMIa: MPOTHBOBOCHAIMTEIBHBIE M TPOTUBOPEBMATHUYECKUE
npenaparbl; HECTEPOUIHbIE MPOTUBOBOCIAIUTEIbHBIE U MPOTUBOPEBMATHUECKUE MPETapaThI;
MIPOU3BOHBIE MPOMTMOHOBON KHCIIOTHI.

ATX xon: MO1AEOI.

MexaHus3M IeUCTBUS

Mexanusm aeiictBus uOynpodena, mpou3BOAHOTO MPOMHOHOBOM KUCIOTHI U3 Tpymmbl HITBII,
00yCJIOBJIEH UHTMOMPOBAHUEM CHHTE3a MPOCTATNIAHAMHOB — MEIUATOPOB OO0JIM, BOCTIAJICHHUS U
TUIepTepMHUUECKON peakiuu. HenszOuparenbHo OmokupyeT mukiookcurenasy-1 (ILIOI-1) u
nukinookcurenaszy-2 (IIOI'-2), BcaeacTBHE 4ero TOPMO3HUT CHUHTE3 MpocTarjiaHauHoB. Kpome
TOro, HOynpodeH 00paTuMO HHTHOUPYET arperanuio TPOMOOIUTOB.

q)aDMaKOIH/IHaMI/ILIGCKI/IC 3d)d)eKTI)I

Oxka3zpiBaeT 00e300JUBalOIIEe, KAPOIIOHMIKAIOIIEE W IMPOTUBOBOCHAIUTENbHOE JeicTBUE.
Amnaneresupyolee JeiictBue Haubosiee BBIPAXKEHO MPH OOJIAX BOCHAIUTENBHOIO XapakTepa.
JleiicTBHe mpenapaTa Mpo10JIKAETCs 10 8 4acoB.

5.2. dapmakokMHeTHYeCKHe CBOiicTBa

Abcopbuus

Bricokasi, ObICTPO M MPAKTHUECKU MOJHOCTHIO BCACHIBACTCS U3 JKEITYAOYHO-KUIIEYHOTO TPAaKTa
(OKKT) (cBsi3b ¢ Genkamu mta3mbl kKpoBu — 90 %).

Pacnopenenenne

[Tocne npuema mpenapara HaTOIIAK Y B3pOCibIX HOYIpodeH oOHapy>KUBaeTCs B Ma3Me KPOBU
yxke uepe3 15 MuHyT, MakcumanbHas KoHueHTpauus (Cmax) uOymnpodena B 1uiazme KpoBU
nocturaercs yepe3 60 munyT. [Ipriem mpemapara BMeCTe C €10 MOXKET yBEIMYHBATH BPEMsI
TOCTHXKEHUS] MakcUManbHOW KOHIEHTpauu (TCmax) 1o 1-2 wacoB. MemieHHO MPOHUKAET B
MIOJIOCTh CYCTaBOB, 33JCPKUBAECTCS B CHHOBHMAIBHON JKUAKOCTH, CO3/aBas B Heil Ooibluue
KOHIIEHTPALIUH, YEM B IJIa3Me KPOBH.

B orpaHnueHHBIX HCCIeIOBaHUAX MOyNmpodeH OOHApy>KUBAETCS B TPYIHOM MOJIOKE B OYCHb
HU3KHUX KOHI[CHTPAIIUSX.

Buorpanchopmariust

[Tocne aGcopbumu okxomo 60 % dapmakoIoruyecku HeakTUBHOM R-opmbl MemieHHO
TpaHchopMHUpyeTCs B aKTUBHYI0 S-popmy. [TonBepraercs meTaboau3mMy B EUSHH.
DJIMMUHALIMS

[Mepuoxa nonyssiBeneHus (T12) — 2 yaca. BeiBomuTcs modkamu (B HEM3MEHHOM BHJIE He Ooliee
1 %) u, B MEHBIIIEH CTETICHH, C JKETUbIO.

5.3. JloxkIuHUYECKHe JaHHbIe 0 0e30MaACHOCTH
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OTCYTCTBYIOT JOKJIIMHUYCCKUEC NaHHBIC I10 6630HaCHOCTI/I, OTHOCAIIIHNECA K ITIOJIB30BATCIIIO.

6. ®APMALNHEBTUYECKHUE JAHHBIE
6.1. IlepeueHb BCIOMOraTeJLHBIX BellleCTB
[Tonmucop6at-80

['munepon

ManbpTUTON KUAKUHU

Harpus caxapunar

JIMMOHHOM KUCIOTBI MOHOTHAPAT

Harpus nutpar

Kamenp kcantanoBas

Harpus xiopun

Jlomudena 6pomut

Apomatuzarop TyTTu-GhpyTTH

Bona ounienHas

6.2. HecoBMecTHMOCTH

He npumenumo

6.3. Cpok rogHoctu (CpoK XpaHeHHs )

3 rona.

Tlocie IepBOro BCKPBITUS

6 MecsLIEB.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NIPH XPAHEHUHU

[Ipu Temnieparype He Bbie 25 °C.

6.5. XapakTep u coaepKaHue NePBUYHOI YTAKOBKHU

ITo 100 ma, 150 ma mim 200 M mpenapara Bo (IakOHBI U3 MOJMITHIEHTepedTanara u

YKYIOpUBAXOT BHHTOBOM IOJUATUIICHOBOM KpBIHIKOﬁ.

ITo 1 ¢pnakoHy ¢ TUCTKOM-BKJIA/IBIIIEM U IITPUIIEM-103aTOPOM B KAPTOHHOM MauKe.

6.6. Oco0Oble MEpPbLI NMPEAOCTOPOKHOCTH IIPH  YHUYUYTOKCHUH HUCHOJB30BAHHOIO

JICKAPCTBEHHOI0 INpenapara MJIH  OTXO/0B,

JICKAPCTBEHHOI'0 Mpenapara ujiM padoTsl ¢ HUM

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

IMOJTYYC€HHbIX mnmocJje NMPpUMCHCHUSA

7. JEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

Pecniy6nuka bonrapus

BETIIPOM ALl

Anpec: 2400 r. Pagomup, yn. «Orer [Tancnii», Ne 26
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COOTBETCTBYET SKCNEPTHOMY OTHETY

ot 05.02.2024 N= 2025

(NOCNEQCBATENEHOCTE 0002)

Tenedon: +35924519300
E-mail: office@vpharma.bg

7.1. Hpe}ICTaBI/ITeJIL AEpKATEC/IA PETUCTPALUOHHOI'O YIOCTOBEPECHUSA

IIperen3un HOTDC6I/ITeHef/'I HanpasJIATh 110 aaApeECy

Poccuiickasg @eneparys

AO « IOMUHAHTA-CEPBUC)

Anpec: 142100, MockoBckast o61actsb, T. [Tomonbck, yin. Komcomonnbckas, a. 1, ctpoenue 49,
nomenienue 1, komuara 223

Tenedon: +7 (495) 580 30 60

E-mail: sekretar@dn-serv.ru

PecnyOnuka Benapycs

000 «JAHCOH-BI'»

Anpec: 220126, r. Munck, np. [lo6eaureneit, n.31, kopnyc 1, mom. 416, 418
Tenedon: +375-17-367-85-88
E-mail: hulaknatalya@gmail.com

8. HOMEP PET'HCTPAIMOHHOI'O YAOCTOBEPEHUSA

9. JATA NEPBUYHOWM PETMCTPAIIUM (ITOJATBEPXKJIEHUS PETUCTPAIINN,
IHHEPEPET'UCTPAIIN)
JlaTa epBUYHON PETUCTPALIUN:

10. JATA HEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JeKapcTBeHHoro mpemnapata HWOympoden BII noctymHa Ha
uHpOpMAllMOHHOM TopTaie EBpa3uilckoro »KOHOMHYECKOTo cO3a B HMH(OPMAIMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepuer» http://www.eurasiancommission.org.
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