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PE3IOME IIJIAHY YINPABJIIHHSI PU3UKAMMU 1JIsI KIOAU®EH T'EJIb 50 MI/T
(IUKJIO®EHAK)

Le pe3tome 1utany ynpasninas puzukamu (IIYP) ans nikapeskoro 3aco0y (JI3) KIIOJU®DEH rens
50 mr/r. ITYP nagae neranpHy iHpopmarito mo0 Baxmsux pusukis JI3 KIIOJAM®DEH rens 50 mr/r,
SIK 111 pU3UKH MOYKHA MIHIMI3YBaTH Ta K Oy/ie BiJICTEXKYBATHUCS MTOAAJbIIIA THPOPMAITis II[0]I0 PU3UKIB
Ta HeBU3HA4YeHUX MaHuX (BiacyTtHs iHdopmaris) JI3 KIIOJWDEH rens 50 mr/r.

Jos JI3 KIIOJAU®EH rems 50 mr/r, HasiBHa KOpOTKa XapakreprcTtrka npenapaty (KXII) Ta incTpykiis
JUTSI METTYHOTO 3aCTOCYBAHHSI, 10 HAJIAI0Th MEIITYHUM IPAIliBHUKAM Ta MallieHTaM OCHOBHY iH(POpPMAITif0

sk ciin 3actocoByBatu JI3 KJIIOIMDEH rens 50 mr/r.

|. Jlikapcbkuii 3acié Ta Horo npu3HaYeHHsA

JI3 KIIOAWU®EH rens 50 mr/r, MicTUTh AiI0YYy PEUYOBHHY AMKIO(EHAK Ta MpU3HAYCHUHN IS
HAIIKipHOTO 3aCTOCYBAaHHSI.

Jlikapchkuii 3aci0 TpU3HAYEHUH JUIS MiCLIEBOTO JIIKYBaHHS OOJIO Ta 3amajieHHs Cyriio0iB, M s3iB,

3B’SI30K Ta CYXOXKUJIb pEBMATHUYHOI'O abo TPpaBMAaTUYHOI'O ITOXOIKCHHS.

Il. Pusukmu, acouiiioBani 3 JikapcbkuM 3aco00M Ta 3axoaW 3 MiHiMizaunii a6o0 mogaabmol
XapaTepUCTUKHU PU3HKIB

Baxxnusi pusuku JI3 KIIOJAU®DEH rens 50 mMr/t, pazom i3 3axonaMu AJisl MiHIMI3allii TAKMX PU3UKIB
Ta MPOMOHOBAaH1 JOCIIIKEHHS U1l ojanbiioro BuBueHHs pusukis JI3 KIIOAWU®EH rens 50 mr/r,
MPEJICTABIICHO HIDKYE.

3axomaMu 3 MiHIMi3allil pU3HKiB, BUSBIEHUX I JIKapChKOTO 3aC00Y, MOKYTh OyTH:

e crerianbHa iHQOpMaIlis, TaKa sIK 3aCTEPEIKESHHSI, 3aIT001KH1 3aX01 Ta MOPAIU 3 MPABUILHOTO
3aCTOCYBaHHA B I1HCTPYKIIi ansi menuyHoro 3actocyBaHHs Ta KXII ans marienrtiB Ta
MEIMYHUX MPaIiBHUKIB;

® BAXJIUBI MOPAIU HA YIAKOBIII JIIKAPCHKOI0O 3aC00Y;

® 3aTBEpP/HKCHUI pO3MIpY MAaKyBaHHS — KIIBKICTh JIKaPCHKOTO 3aC00Y PO3PaXxOBYETHCS TAKUM
YHHOM, 11100 TapaHTyBaTH MPaBUIbHE 3aCTOCYBAHHS IIKAPCHKOTO 3aco0y;

® YMOBH BIAINYCKY JIKapChKOTo 3aco0y — SK MAI[ieHT MOXe OTpUMAaTd JIKapChbKUi 3acid
(3a perrentoM abo 6e3 perenTy).

Pazom 111 3ax0/11 CTAaHOBISATE PYMUHHI 3aX00U MIHIMI3AYIT pU3UKIE.
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Kpim 1iux 3axoiB, 31HCHIOETBCS TOCTIHHUN MOHITOPUHT Ta aHaji3 iH(opmarlii mpo moOiuH1 peakilii,
BKJIIOYAIOUU OI[IHKY PEryJIIPHO OHOBIIOBAaHUX 3BITIB 3 OC3MEKH, JJIs BIPOBAPKEHHS HEraHUX
3ax0JIiB Y pa3i HeOOX1JHOCTI.

L1i 3ax0/11 CTAaHOBIISITH PYMUHHI 3aX00U 3 PaAPMAKOHAZAADY .

VY pa3i HasgBHOCTI HEBU3HAYCHHX JIAHWX, [0 MOXYTh BIUIMHYTH Ha O€3MEYHE 3aCTOCYBaHHS

JI3 KIIOJJUDEH rens 50 Mr/r, ix npencrapieHo Hwk4e y «BincytHs iHopmariisy.

I1.A Ilepenik BaxkINBUX PU3MKIB Ta BiICyTHbOI iHpopManii

Baxuusi pusuku JI3 KIIOJJU®EH renp 50 M1/t — ie pu3uku, mo noTpedyoTh CreiabHIX 3aX0/1iB
3 YIpaBIiHHS PU3UKAMU JIJIsl MOAATBIIOTO JAOCHIDKEHHS a00 MiHIMIi3alii pU3HKiB, 00 JTiKapChKHA
3aci0 MOkHa OyNno «IIpU3HAYaTH» Ta «IIpUAMaTH» Oe3neyHo. BakianBi pU3MKU MOXYTh OyTH
BHUSIBJICHUMH a00 TOTCHIIHHUMU. BUSBICHI pU3MKU — TPOOJIeMH, I SKHX ICHYE JOCTaTHE
MIATBEPKEHHS 1X B3aeMo3B’si3Ky 3 3acrocyBaHHsM JI3 KJIOAM®DEH rexs 50 mr/r. [MoTeHmiiai
PHU3UKH — 1€ TPOOIIeMH, TS SIKUX MOXKIIMBICTh B3a€MO3B’A3KY 13 3aCTOCYBAaHHSM IIHOTO JIKAPCHKOTO
3ac0o0y MiJTBEPIKEHO HAa OCHOBI HasIBHUX JAHMX, aJle OCTATOYHO IIIe HE BCTAHOBJICHO Ta MOTpedye
1OJIAJIBIIOT OI[IHKH.

Jo BiacyTHBOI iH(OpMaIii HATEKUTH iHGOpMAaIIis 00 OE3MEeKH JIIKAPCHKOTO 3ac00y, sIKOi Hapasi
HEeMae, Ta sIKy 1€ HeOOX1THO BIICTEXXUTH (HAMPUKIIAI, TpUBAJle 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y).

Tabmuus. Ilepenik BaxJIMBUX PU3MKIB Ta BIJICYTHBOI 1HPOpMaLii

Bascnuei euseneni puzuxu BincyTHi

Bascnuei nomenyiiini pusuku Bincytsi

Baosicnuea éiocymus ingpopmauin | BincytHi

1.5 Pe3tome BakIMBUX PU3HKIB
Jani mono 6e3nexu, npeacTaBiieHl B iHpopMallii Ipo JIiKapcbKHUi 3acid, y3ropkeHi 3 peepeHTHUM

MIPEnapaToM.
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11.C Ilnan nmicasipeecTpaniifHUX 10C/iI:KeHb e(DeKTUBHOCTI
11.B.1 /locnioscenns, aKi € ymo6ow peccmpauiitHo20 noceio4eHH
Hans JI3 KIIOJIJU®EH rens 50 mr/r, He BUMaraeTbCs JOCTIKEHb, SIKI € YMOBOIO PEECTPAIIfHOTO

MTOCBITYEHHS 200 CTAHOBJIATH crieu(iuHi 3000B’ I3aHHS.

11.B.2 Inwi oocnioxcennn naany nicaapeccmpayitHux 00CaioyHcensb epekmuenocmi
Hast JI3 KIIOAW®EH rens 50 Mr/r, He 3ar1aHOBaHO MPOBEIEHHS MiCISIPEECTPALiHUX JOCTIIKEHb

e(eKTUBHOCTI.
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