COOQTBETCTBYET 3KCMEPTHOMY OTYETY
ot 01 ':|E':E':|E.Ei Wz j-ﬂ:l?i?.-'-l N
OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Opurpomunug, 10000 EJl/r, ma3s rina3Has

2. KAYECTBEHHbBIW 1 KOJIMYECTBEHHBIA COCTAB

JeiicTBytollee BEIecTBO: 3pUTPOMULIUH

B 1 r ma3u copepxuTcs: 3pUTPOMULIMH (B TepecyeTe Ha O€3BOIHOE BEIIECTBO U AKTUBHOCTh
1000 mxr/mr) — 0,01 .

BcrniomorarenbHble BelecTBa, HAJM4KWe KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara: JaHOJIHH Oe3BOIHbBIN (cM. pa3aensl 4.3., 4.4.).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Massp rnaznas.

Ma3sb 0T KeNTOBAaTOro O KOPUUHEBO-3KEITOTO I[BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHus1 K IPUMEHEHHUIO

[Ipenapatr DpUTpOMULIMH [TOKa3aH K IPUMEHEHUIO Yy B3pOCIbIX U aerer ot 0 1o 18 ner.

['masHbple MH(QEKUMH, BBI3BaHHBIE YYBCTBUTEIBHBIMM MHUKPOOPIaHU3MAMH: KOHBIOHKTHBHT
(B T.4. y HOBOpOXXIEHHBIX), OakTepuaiabHble Onedapur, 051ehapOKOHBIOHKTUBUT, MEHOOMUT;
B KOMIUIEKCHOM Tepanmuu OaKTepHaJbHBIX KEPaTUTOB, XJIAMUJIUHHBIX KOHBIOHKTHBHTOB,
651e(apOKOHBIOHKTUBUTOB, TPAXOMBbI; MPO(UIAKTHKA OJIEHHOPEH HOBOPOXKICHHBIX.

4.2. PexxuMm 103MpOBaHNs U CIIOCO0 MPUMEHEHUS

PexxuM 103upoBaHusd

Masp 3aKi1aibIBaloT 32 HUKHEE BEKO B BHJIE MOJI0CKH auHou 0,5—1 cM 3 pasa B JeHb.
[TponomkuTensHOCTD JIeYeHUs 0OPTaTbMUU HOBOPOXKICHHBIX, OAKTEPUAIBHOTO KOHBIOHKTUBHTA,
onedapura, OnedapOKOHBIOHKTUBHTA, MEMOOMHTA, MPU KOMIUIEKCHOM Tepanuyd KepaTuTa
3aBUCHUT OT (POPMBI U TSDKECTH 3a00JI€BaHUs, HO HE JIOJDKHA MPEBHIIaTh 14 qHEl.

[Ipu neyennu TpaxoMbl — 4—5 pa3 B JieHb, JICUEHUE CIIETYET COYETATh C BCKPHITHEM (DOJUTUKYIIOB.
[Ipy cTHXaHMM BOCHANIMUTEIBHOTO TMpoOIecca Mpenapar MNPUMEHSIOT 2—-3 pa3a B JCHb.
JnUTenbHOCTh JIeUeHUs TPAXOMBI J10 4 MECSIIEB.

[Tpu neveHnn XJIaMUIUHHOTO KOHBIOHKTUBHUTA Ma3b 3aKJIAIbIBAIOT B KOHBIOHKTUBAIBHBIM MEIIOK
4-5 pa3 B JIcHb, JUIUTEIHHOCTD JICUECHHUS 3aBUCUT OT TSDKECTH 3a00JIeBaHUs, 10 3 MECSIIEB.

Jis ipodpuniakTHKK OJICHHOPEN Y HOBOPOXKJICHHBIX MOJIOCKY Ma3u JuinHOM 0,5—1 cM 3aKIaibIBarOT

3a HU)KHCEC BCKO OJHOKPATHO.
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Croco0 ImpuMeHeHus

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

MecTtHo.

4.3. lIlpoTuBONOKAa3aHNUS

['unepuyBCTBUTENBHOCTh K APUTPOMHULIMHY WIH K JIOOOMY K3 BCIIOMOTAaTEIbHBIX BEIECTB,
MEPEYUCIICHHBIX B pasnene 6.1., Tsokenble HapymieHUs (QYHKIMUA TIEYCHU M TOYCK, )KENTyXa B
aHamHese.

4.4. OcoOble yka3aHHus U MepPbI NPET0CTOPOKHOCTH NMPH MPUMEHEHUH

C 0CTOPOKHOCTBIO

[Tosxumoii Bo3pacT, HapylieHne PyHKINN NEYSHU U TTOYEK.

Oco0ble yKazaHus

Ma3sb CONIEepKHUT JIAHOJHMH, KOTOPBIA MOKET BBI3BIBATH MECTHBIC KOXKHBIE PEaKIHu (Hampumep,
KOHTAKTHBIH JepMaTUT).

eTH
[lpu npodumakTike OoQPTATBMHUM HOBOPOXKICHHBIX HE CIEIyeT BBIMBIBATH TIJIA3HYIO Mas3b
SPUTPOMUIIMHA U3 IJ1a3a.
VY nereid, MaTepu KOTOPBIX WMEIOT KIMHHYECKH BBIPAKECHHYIO TOHOPEIO, SPUTPOMHIIMH, KaK
0(pTabMONIOTUYECKOE JIEKAPCTBEHHOE CPEJICTBO, HCHOJIb3YIOT OJHOBPEMEHHO C BOJHBIM
pacTtBopoMm neHUIIUMHA G U1 TapeHTepaTbHOTO TPUMEHEHHS.
4.5. B3auMmopeiicTBHe ¢ APYrMMH JeKapCTBEHHBIMH MpenapaTaMd M JApyrue BHIbI
B3aHMO/AeiCTBUA
[Ipemapar HEcOBMECTUM €  JUHKOMHUIIMHOM,  KJIMHAAMULMHOM,  XJOpamM(peHUKOIOM
(aHTaroHu3m).
CHuxaer OakTepuuuaHOe JelcTBUE OeTa-TaKTaMHBIX AHTUOMOTUKOB  (TIEHULMJUIMHBL,
1e¢anocnopuHbl, KapOareHEMbI).
@dapMaleBTUYECKH  HECOBMECTMM €  aMHHOMIMKo3uaamu. [lpm  ucmonb3oBaHMM €
KOPTUKOCTEPOUIaMHU MPUBOJIUT K YBEIMUCHUIO UX P eKTa.
4.6. ®epTUIBHOCTDH, 0€PEeMEHHOCTD M JIAKTALMSA
bepeMeHHOCTB
[Tpumenenue npu GEPEeMEHHOCTH BO3MOXHO TOJIBKO B Cllydae KpailHeil HeoOXOAMMOCTH, KOor/aa
BEPOSATHAS MOJIb3a JIJIsl MaTepH MPEBBILIAET PUCK JJIS IO/,
JlakTanus
[Ipy HeoOXOAMMOCTH Ha3HAY€HUs IpernapaTa B NEPUOJ JIAKTallUHM TPYIHOE BCKapMIIMBAaHUE

CJIETyeT MPEKPATUTb.
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4.7. BausiHde HA CMOCOOHOCTH YNPABJIATH Tpchnﬂaa-ﬁsm'éﬁEﬁEg%-:h Tﬁhéoﬁ"&lfb c

MeXaHUu3MaMH
OpUTPOMUIIMH OKa3bIBaeT ciaboe BIUSHHE HA CHOCOOHOCTh YIPABIATH TPAHCIOPTHBIMU
cpeacTBaMu M paboTaTh ¢ MexaHuW3MaMu. Bo Bpems jedeHus cieayeT BO3ICP)KUBATHCS OT
yIIPaBJICHUS TPAHCIOPTHBIMH CPEJCTBAMH U O0CTY)KMBaHHSI MAIllMH U MEXaHNU3MOB, TPEOYIOIIIX
YETKOCTH 3PEHHS CPa3y MOCIie TPUMEHEHUSI.

4.8. HexkesaTeibHble peakuuu

PesroMe HexenaTeabHbIX PEAKIIUN

Hapywenus co cmopoHuvl opeana 3peHus: TUTIEPEMHUS], pa3Ipa>KeHUe CIM3UCTON 000JIOUKH Ti1a3a,
HEYETKOCTh 3pUTEIBLHOTO BOCHPUITHS, AJNIEPTUUECKUE PEAKIUH.

COO6HI€HI/I$I 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare 0 MMOAO3peBaeMbIX HEXKENATeNbHBIX PEaKIUsAX IOClie PEeTUCTpaluu
JIEKapCTBEHHOT'O Tperapara ¢ 1elibio 00ecreyeHusl HelpepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOTO Mpermapara. MeJauIuHCKUM pPaOOTHUKAM PEKOMEHIYETCs
co00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIATSIBHBIX PEAKIUSAX JICKApCTBEHHOTO Iperapara
yepe3 HAlMOHAIbHBIE CHUCTEMBI COOOIICHHSI O HEKEJIaTeNbHBIX PEaKIUAX TOCyIapCTB-UJICHOB
EBpa3uiickoro 53KOHOMHUYECKOr0 COI03a.

Poccuiickas ®enepanus

109012, r. MockBa, CnaBsHCKas TUIOMAAb, 1. 4, cTp. 1

OenepanpHas cayxk0a o Haa30py B cdepe 3apaBooxpanenus (PocznpaBuanzop)

Tenedonsr: +7 (499) 578-06-70, +7 (499) 578-02-20, +7 800 550 99 03

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

DnektponHas moyta: pharm@roszdravnadzor.gov.ru

CaiiT B nH()OPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHON ceTh «MHTepHeT»: WWW.roszdravnadzor.gov.ru
4.9. Ilepeno3npoBka

JlanHbIe IO TIepeA03UPOBKE IIpemnapara OTCYTCTBYIOT.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

dapMakoTepaneBTUYECKas TPyIIa: aHTHOMOTHK-MaKPOIIU]I.

Kon ATX: SO1AA17

MexaHn3M IeiCcTBUS

DPUTPOMHUIIMH - aHTUOMOTHK U3 TPYIITBI MAKPOJIHUIOB, IPOAYILIMPYEMbIi Streptomyces erythreus.
[Tpu MecTHOM NMPUMEHEHHH OKa3bIBaeT aHTHOaKkTepuanbHoe aeicTBre. OOpaTuMO CBS3BIBACTCS

¢ 50S—cyOwpenuHuIeld pubOOCOM, 4YTO HapymaeT oOpa3oBaHHE NENTHAHBIX CBSA3CH MEXKTY
3


tel:+74995780220
tel:+78005509903
http://www.roszdravnadzor.gov.ru/
http://www.roszdravnadzor.gov.ru/
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MOJICKYJIAMH aMHUHOKHUCIIOT M OJIOKHUPYET CHHTE3 6en%%':mlﬁ%§ﬁa%%"-:ﬂﬂg BAHAA Ha

CUHTE3 HYKJIIEMHOBBIX KUCJIOT). [IpM MpHMEHEHWH B BBICOKHX J03aX B 3aBUCUMOCTH OT BHJIA
BO30YIUTENII MOXET MPOSBIATH OakTepunuaHoe neicTBue. D((PEKTHBEH B OTHOIICHUU
YYBCTBUTEIBHBIX MHKPOOPTaHW3MOB, BBI3BIBAIOIINX TIOBEPXHOCTHBIC TJIa3HBIC WHQEKIUH
KOHBIOHKTHBEI. POrOBHUIIBL, B T.4. B oTHOIIeHHK Neisseria gonorrhoeae, Chlamydia trachomatis.
5.2. PapMaKOKMHeTHYECKHE CBOIICTBA

AOGcopouus

BcacpiBaeTcst B pOroBUIly ¥ BOISHUCTYIO Biary riasa. [Ipy MecTHOM NMpUMEHEHUH JOCTHTAcTCs
TepaneBTHYECKas KOHIIEHTPAIUS SPUTPOMHUIIMHA B TKAHSX IJ1a3a, CUCTeMHas abcopOIust HU3Kasl.
[Tpr MOBPEKICHUH SMUTENNS POTOBHIIBI 3PPEKTUBHAS KOHIICHTPAIUS IPUTPOMHUIIMHA BO BJIare
nepeHed KkaMepsl JocTuraeTcs depe3 30 MUH 1MOocIie anruInKaIuy.

Pacupenenenue

buopoctynnocts cocraBusier 30-65 %. Pacnpenensiercs B OOJBIIMHCTBE TKAaHEW U KUAKOCTEH
opranu3ma. CBsi3piBaHue ¢ Oenkamu mia3Mbl coctasisier 70-90 %.

BI/IOTDaHCd)ODMaHI/IH

Mertabonusupyercst B N€YeHU, YaCTUYHO ¢ 00pa30oBaHMEM HEAKTHBHBIX MeTabonuToB. [lepuoa
noiysbiBesieHus — 1,42 4.

OIMMUHAIMA

BBIBOIUTCS KHIIIEYHUKOM U TIOYKAMHU.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIoMoOraTebHbIX BellIeCTB

JlanonnH Oe3BOIHBIN

Harpus merabucynbput

Bazenun

6.2. HecoBmecTuMOCTD

[lpemapaT HECOBMECTUM C JIMHKOMHUIIMHOM, KIMHIAMHIIMHOM U  XJOpaM(EeHUKOJIOM
(aHTaroHu3Mm).

6.3. Cpok roaHocTH (CpoOK XpaHeHus )

3 roja.

XpaHUTh MOCIIE TIEPBOTO BCKPBITUS YIAKOBKH He Oosiee 6 Hellelb.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

ITpu Temneparype He Boime 25 °C.

6.5. XapakTep U cofep:kaHHe NEPBUYHOI YIAKOBKH

[To 3 r unu 10 T B TyOBI aJIFOMUHHEBBIE.
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ITo 31w 10 r B TyOBI TaMUHATHBIE.

TyOGy BMecTe € MHCTPYKLMEH O METUIIMHCKOMY IPUMEHEHHUIO MTOMEIIAI0T B TAaUKy U3 KapTOHA.
6.6. OcoOble Mepbl NPEeIOCTOPOKHOCTH TPH YHUYTOKEHHUHM HCIHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHBbIX IIOcjde NPHMEHEeHUus
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUIYJIAUUHU C PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

AO "Tarxumbapmmnpenaparsl”, Poccus

420091, Pecniyonuka Tarapcran, . Kazanp, yi. benomopckast, a. 260

ten.: 8 800 201 98 88, Ten./dakc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru

7.1. IlpeacTaBuTe b AepsKaTe/isi PETHCTPALMOHHOIO YI0CTOBEPEeHUA

[Iperen3un norpedbuTENEH HAIPABIATE 110 aIPECY:

AO "Tarxumdapmnpenapatst”, Poccus

420091, Pecriybnuka Tarapcran, r. Kazans, yn. benomopckas, 1. 260
ten.: 8 800 201 98 88, Ten./dakc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHU S

9. JATA TNEPBUYHOM PETrMCTPALIMW/IIOATBEPKJIEHUA PETUCTPALIMU
(MEPEPET'UCTPALIUN)

10. JATA IEPECMOTPA TEKCTA (ECJIX ITIPUMEHHNMO)

O6ma51 XapaKTCPUCTHUKA JICKApCTBCHHOT' O npenapara 3pI/ITp0MI/II_II/IH JOCTYIIHA Ha
I/IH(I)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO OKOHOMHYCCKOI0O COI3a B I/IH(I)OpMaI_II/IOHHO'

KOMMYHHKaIMOHHOH cetu «uTepHeT» http://eec.eaeunion.org/.



