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YACTHUHA VI. PE3IOME IIJIAHY YHPABJIIHHA PUSUKAMMU

Pe3oMe muiany ynpaBJiHHS pU3HKAMH
JJIS JIIKAPChKHUX 32C00iB il TOProBOI0 HA3BOIO
TUYPEKC®,

TadJaeTkun mo 12,5 mr, 25 mr ta 50 mr
(2iopoxnopmiazud)

Lle pesroMe many ynpasiinas pusukamu (ITYP) i nikapesknx 3aco6is (JI3) Tuypekc®, Tadaerku

no 12,5 mr, 25 mr ta 50 mr (Tuypekc®).

VY IIYP mictutbes netanbHa iHGOpMallis mpo BakiuBi pu3uku JI3 Ta 3axomu mono ix MiHiMmizarlii.
Takox HalaHO peKOMEH AT 0JI0 OTPUMAHHS OUIBIIOT KITBKOCTI 1H(OpMAITii PO PU3UKU Ta BiJACYTHIO
inopmariro 3 6e3neku 3acrocyBanns JI3 Tuypekc®.

B incTpykuii aus Meauunoro sactocyBanns (IM3) JI3 Tuypexce® micTuthes HeobOXimHa iHopMaris
IUI MEIMYHUX TIPAIiBHUKIB T MALI€HTIB MO0 iX 3aCTOCYBaHHS.

Iadopmartiss mpo HOBI BaxkiMBi mpoOieMu 3 Oe3neku abo 3MiHM MO0 BXKE BiOMHX Mpobiem Oyne
BKJIFOYEHA 110 HOBHX Bepciii ITVP JI3 Tuypexc®.

I. JIIKAPCBKI3ACOBH TA JJIS1 YOI'O BOHHU 3ACTOCOBYIOTBHCHI.

Vi Jo3yBanHsg JI3 TI/lV])eKC® SaDGECTDOBaHi JJA 3aCTOCYBAHHS 34 TAKMMHKW NOKA3aHHAMU (I[I/IB.

HUXKYE):

- Apmepianvua cinepmensisi.
- Habpsaxu cepyesoeo, neuinko602o 4u HUPKOBO20 NOXOOHNCEHHSL.
- Habpsaxu neuinkosozo noxoodicenns, nauvacmiuie CyMicHO 3 Kaniuzoepieaiouumu Oiypemuxkamu.

Binbmre inpopmarii npo JI3 Tuypeke® micturbes B IM3, siky MOXKHA 3HaNTH Ha calTi «JlepkaBHOTO
peecTpy JiKapchbKUX 3ac001B YKpaiHu».

II. PHU3UKH, ITIOB’A3AHI I3 3ACTOCYBAHHSAM JIIKAPCBKHX 3ACOBIB, TA
3AXO/M 3 IX MIHIMI3ALIT ABO OJAJIBILIOTIO BUBUEHHSI.

Hwxue 3a3naveni Baxiuei pusuku s JI3 Tuypekce® ta 3axoau 3 ix MiniMizarii.

3axomu 3 MiHiMizamii pusukis (3MP) i JI3 MokyTh OVTH TAKUMU:

— iHdopmaris B IM3 (3acTepesxeHHs, 3a11001kHI 3aX0A1, TOPAIH 1010 TPABUIBHOTO 3aCTOCYBAHHS
TOIIO);

— 1HdopMarllisg Ha ynakosui JI3;

— PO3MIip YIMaKOBKH, TOOTO KUIBKICTh JI3 B ymakoBIii;

— mnpaBoBuil ctaryc Biamycky JI3: «3a penentom».

Pazowm i 3axonu cTaHOBIATE pymuniui 3MP.

HonmatkoBo m0 nux pyTuHHUX 3MP Oe3nepepBHO BimOyBaeThCs Mmporec 300py, 0OpoOKH Ta aHAI3y
iHpopManii mpo BUMAIKK MOOIYHUX PEaKIlii, 0 A€ MOXJINBICTh HEraifHO BXXUTHU BiJIMOBITHUX 3aXO/IiB.
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L1i 3ax0/T1 CTAaHOBISATE PYMUHHY OISIbHICMb 3 PAPMAKOHATIAOY.

ILLA. TEPEJIK BAXKJIMBUX PU3UKIB TA BIICYTHbOI IH®OPMAIIII.

Baxmusi pusuku JI3 Tuypeke® — ne pusuku, Ui SKUX HEOOXifHI CIelianbHI 3aXOQ ILOIO
VOpPaBIiHHA HUMH 3 METOIO IMOJAJNBIIIOr0 BHBYEHHs a00 MiHIMi3aIii Juis Oe3MeYHOro 3acTOCYBaHHS
npenapary. BaxiauBi pu3uKH MOXYTh OyTH BiJHECEH1 10 KaTeropii iIeHTU(IKOBaHUX a00 MOTEHIIHHMX.
loenmudghikoeani puzuxu — 1ie MpodIeMH, Ui SKUX HasIBHI TOCTATHI JOKA3H iX 3B’S3KY 13 MEPOPATHLHUM
3aCTOCYBaHHAM TipOXJIopTiasuy, Aitouoi pedosunu JI3 Tuypexce®. [Tomenyiiini puzuxu — e IpooIeMu,
JUTS SIKMX 3B’SI30K 13 MEPOPAbHUM 3aCTOCYBaHHSM TiAPOXJIOPTIa3uay € MOXJIMBUM (HAa OCHOBI HasSBHUX
JAaHWX), OJHAK BiH II[¢ HE € BCTAHOBJICHUM 1 MOTPeOye MOAAIBIIOT OIiHKKA. Biocymus ingopmayis — 1e
iHpopmanis 3 O6e3nexu JI3, sika HA CHOTOJHI BIACYTHS, ajie SIKy HOTpiOHO 3i10paTH (HANPUKIAA, MPH
JOBrOTPUBAJIOMY 3acTocyBaHHi JI3).

Tabmuns.  Ilepesik Ba:kIMBHX PU3UKIB Ta BiAcyTHBOI iHGopmairii.

Baxausi BincyTHi.
inenTndikoBani puznku

Baxuiusi BigcyTHi.
MOTEeHUWiHHI pU3UKH

Bincyrus BincyTHs.
inpopmanis

II.Lb. PE3IOME BAXKJ/IMBUX PU3UKIB.

Tadopmarris 3 6e3mekn 3acTocyBanus rigpoxaopriasuay B IM3 JI3 Tuypekc® MOBHICTIO y3rOKY€EThCS
3 BIJIOBITHUMHM JJaHUMU B KOPOTKil Xapakrepuctuui abo IM3 pedepentrux JI3.

ILB. TILJIAH HICJSPEECTPALIMHOIO PO3BUTKY.

II.LB.1. J[docaigkeHnHs, siki € 3000B’si3aHHAM 3asiBHHKA.

He 3acmocosno.

3asBHHK He Ma€ 3000B’3aHb MIOAO0 NMPOBEAEHHs nocuimkens JI3 Tuypekce® y micaspeectpaniiinomy
nepioJii Ta He TUIaHYe€ iX MPOBOJMTH 3 BIACHOIO 1HIIIaTHBOIO.

II.B.2.  THwmi gocailzkeHHs B IUIAHI MiC/ISAPEECTPALIIHOIO PO3BUTKY.
He 3acmocosgho.

Hemae HeoOXimHoCTi mpoBoauTH iHmI gocmimkenns JI3 Tuypekc®.
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