Ilepexiax yKpaiHChbKOW0 MOBOI0, ABTEHTHYHICTB sikoro miaTeepkena Jlo Peectpamiiinoro nocBiiueHHs
YIIOBHOBaxkeHO10 0¢00010 3asiBHuka (Cemenonoro 1.B.), iHcTpykuii npo

3aCTOCYBaHHS JIIKapChKoro 3aco0y abo iHdopmallii po 3acToCyBaHHs N (/4 / /7/GS / &)!/ =
JIIKapChKOro 3aco0y, 3aTBEP/LKEHOT BiAMOBIAHO 10 HOPMATUBHUX BUMOT Bl // 22 Ees \9

Kpainu 3asBuuka/BupoOHuka abo KpaiHu, pery1sTopHHH opran aKoi
KEpYEThCS BHCOKUMH CTaHIapTAMH SIKOCTI, 1110 BIANOBiAIOTh CTAHIApTaM, /l/ g (P
pexomenoBanuM BOO3, Ta/abo 3riHo 3 pe3ylbTaTaMH KJITHIYHUX

BHIIPOOYDAIIL, 3aCBIIIeIHiT MIAMHCOM YOBHOBAKEHOT 0c00H, 110

BUCTYIIA€E BiJl IMEH1 3asiBHUKA.

JIMCTOK-BKJAJUII 3 IHOOPMAIIECTIO JJIA TAIICHTA:
THOOPMAIIA I KOPUCTYBAYA

3uoByauH, pozunH opajasnuii, ®.CIIA, 50 mr/5 muar*

IIpounTaiiTe Bech 1eii JUCTOK-BKIAINII PeTEIbHO, EPII HiZK BAIIa JUTHHA [104YHE NPHIMATH I JIKH.

- 30epiraiiTe 1ei TUCTOK-BKIIAINIIT; MOXKIIMBO, BaM J0OBEIEThCS IIPOYNTATH HOIO IIE pas.

- SIxmo y Bac € gKi-HeOyab J0JaTKOBI MUTAHHS, 3BEPHITHCS IO CBOT'O JIKapsi, MEJIMYHOTO IIpalliBHUKA

abo ¢apmarieBTa.

IIi nmiku Gyno mpommcaHo Tineku Jjuis Bamol mutuHH. He mnepenamaiite ix inmmm. Ile moxe

3aIIKOMUTH 1M, HaBITh SKIIO X CHMIITOMH TakKi K, sIK BaIllol JTUTHHH.

- SIkmo sxui-HeOy b 3 MoOIYHUX e(eKTiB cTae cepio3HIM, abo SKIIO BU IOMITUIN Oyab-sKi H0OI9H1
edekTH, He IepepaxoBaHi B JaHOMY iHGOpMamiiHOMY JIMCTKY, Oy[b J1acka, MOBIIOMTE JIKaps,
MEJIUYHOTO IpaltiBHuKa abo (apmarienra.

Y npomy JHCTKY-BKJIAHIII:

1. IIlo Taxe 3umoByauH, poszunn opansauii, ®.CIIIA, 50 Mr/5 M, 1 U1 4Oro BIH 3aCTOCOBYETHCS
2. Tlepun Hix Bamua auTHHA TpUAMaTEMe 3UI0BYIUH, po3duH opanbHuil, ®.CIIIA, 50 Mr/5 mn

3. SIk maBaTH 3UJIOBYIMH, po3HuHH opaibhuit, @.CIIA, 50 Mr/5 mi

4. MoxuBi noOi4Hi peaxuii

5. 306epiranHs 3ug0BYIHHY, po3unHy opaibHoro, @.CIIIA, 50 mr/5 mn

6. JlomatkoBa iHbopMalis
1

11O TAKE 3UJIOBYJIUH, PO3UYNH OPAJIBHUM, ®.CIIIA, 50 mr/5 ma, 1 JIJISI YOT'O
BIH 3ACTOCOBY€TBCSI '
3unoByauH, po3yuH opanbHuil, ®.CIIA, 50 Mr/5 M. SKHi MICTHTH 3WIOBYJHH B SIKOCTI aKTHBHOTO
iHrpe/lieHTa, HaNeXWTh 10 TPYIH AHTUBIPYCHHMX IIpENapariB MiJl Ha3BOK HYKIEO3UOHI IH2ibimopu
36opomnvoi mpanckpunmaszu (HI3T). Boru 3acTOCOBYIOTBCS JUIsl JIIKyBaHHS Bipycy iMyHOJedIIUTY
moauad (BUT).
3unoByuH, po3uuH opaibauii, ®.CIIIA, 50 Mr/5 M1, 3aCTOCOBYETHCS:
e B aHTUPETPOBIPYCHIN KOMOiIHOBaHI# Teparii s aikyBanus BlJI-indexuii y mitei
e y HOBOHAPO/DKEHHX 1 JIiTel paHHBOTO BIKY, /Ui IpodinakTiku nepenadi BIJI Big maTepi 10 qTUTHHH.
[lpr JiKyBaHHI 3HIOBYAMH 3MEHINYE KUIBKICTH BIpYCY B OpraHi3Mi JUTHHH 1 yTpUMye Horo Ha
HU3bKOMY piBHI. Bin Takox 36inbmye Kinbkicte CD4 xaimun. CD4-KIITHHM € DPI3HOBUI Oinmx
KPOB'SIHUX KJIITHH, SIKI BIIIIPalOTh BaXJIMBY POJIb, 1100 OMOMOITH OopoTHcs 3 iHbekiieto. Jlikap abo
MeIMNYHHHI NPAIiBHAK Oy1yTh KOHTPOIIOBATH €(EKTHBHICTD JIIKyBaHHs Baroi quTHHu.
3unoByauH, po3unH opansHuii, @.CIIA, 50 Mr/5 M1, MOXKe MOJINIIATH CTaH Balllol JUTHHY, aje Lie He
3aci6 Big BUI-indekmii. BIJI-indexkiis sBise coOoro 3aXBOPIOBAHHS, SIKE NEPEIAECTHCS Yepe3 KOHTAKT 3
KPOB'TO (HAIPHKJIAM, CIJIbHE BHKOPHUCTAHHS IH'€KIIHHMX ToJ0K) abo MpH CTaTeBOMY KOHTAKTi 3
1H(}IKOBAHOIO JIIOMHOIO.
[Tpu nikyBanHi 3uA0BYIHHOM, po3unHOM opansimM, @O.CIIA, 50 mr/5wmi, mne Oyno mokasaHo
BUKIIOUCHHS PU3HKY nepeaayi BIH iH(deKIT IHIIM oco6aM CTATEBHM LILIAXOM, AXOM nepenayvi

nepeﬂam BIPYC 1HIIHM JIFOJISIM.
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2. MEPII HI’K BUA JIACTE BAILIIA JUTUHI 3W/IOBYINH, PO3YUH OPAJIBHUI,

D.CIHIA, 50 mr/5 mua
He 3acTocoByiite 3upoByaus, po3unn opaiabuuii, ®.CHIA, 50 mr/5 mu, sskmo Bama JuTHHa:

. € aneprignoio (rinepayTInBoIO) 10 3HAOBYAUHY a00 /10 OY/Ib-sIKOT0 1HIIOTO IHIPEIEHTA
(muB. posain 6, I1lo 3unoBynun, pozunt opaneuuii, @.CIIA, 50 Mr/50 M1, MICTUTH;
. Mae JIy)Ke HU3bKY KiJTbKICTh Y4epBOHUX KPOB'SSHUX TLIEIb (BaKKa aHeMis) abo J1y’Ke HU3bKUI

BMICT OUIHX KPOB'SSHUX TLIEIh (HEUTPOTICHIs).
He 3acTocoByiiTe 3unoBy1uH, po3uuH opaabuuii, ®.CIIA, 50 Mr/5 mJ1, IKI0 HOBOHAPO/IZKEHA
AHTHHA MA€ MeBHI NP00JIeMH 3 NIeYIHKO0I0:

. JIesIK] BHTIA KK ITIIBHINEHOT KIJIbKOCTI O1TipyOiHy B KpoBi (rinepOinipybiHeMist), yMOBa, sika
MO’Ke 3pOOUTH IIKIPY TUTHHH JKOBTOIO HA BUTJISL;
. Ha/IMIpHA KiJBbKICTh IIEBHUX (EePMEHTIB MEUIHKH B KPOBI.

JlorpumyiiTech 0co01BOT 06epexHOCTi i3 3HI0BYIHHOM, po34HHOM opaibHuM, ®.CIIA, 50 mr/5 ma
Ilepen 3acTocyBaHHSM LHX JIKIB, BU IOBUHHI OyJIM CKa3aTu JiKapeBl a0 MeIMYHOMY IIPalliBHUKY,
SIKIIO Ballla AUTHHA CTPAKIA€ Bil 3aXBOPIOBAHHS NEUIHKU (HAIIPHUKIIAJ IeNaTHT) abo TAKKOI HUPKOBOI
XBOpOOH.

Posnaou 3 6oxy kposi

AneMmist (HU3bKa KiJTbKICTh YePBOHUX KPOB'THAX KIIITHH) 1 HEHTpoIeHist / ieKoneHis (HA3bKa KUIbKICTh
JIEWKOLUTIB) MOXe BIAOYTHCS TPOTATOM 4 — 6 THXKHIB HICJISI TOYAaTKy JIIKyBaHHS 3UIOBYIHMHOM,
po3unHOM OpaibHUM, 50 Mr/5 M. Y BaXKOMy BHIQAKY Jikap a0 MEIWYHHH MpaliBHHK MOXYTb
IPUITAHUTY JIIKYBaHHS 3UI0BYIMHOM, po3unHOM opaibHuM, SO mr/5 mi. Ile BinOyBaeThes yacrime y
HaieHTiB 3 mi3HiMU craxismu BlJI-iHgexmmii Ta 3 OLIBIN BUCOKUMH J03aMM 3UI0BYIAHMHY. Perymsaphi
aHaTi3d KpoBi OyayTh oOprasizoBaHi, o0 mepeBipuTH, 4u € mpodiema. llg mobiuna peakuis €
HEYacTOI y MAI[€HTIB 3 PaHHBOK CTAIE€I0 3aXBOPIOBAHHS, 1 aHATI3M KPOBI MOXKYTb IIPOBOJIUTHCS
pime.

Jlaxmoayuoos

Knac JikiB, 10 SIKOTO HaJICXKHUTh 3UIOBYAMH, po3uuH opainbHuid, @.CIIA, 50 mr/5 mi, (HI3T), moxe
BUKIIUKATH CTaH, KW HAa3WBAETHCS JAKTOAIMI03, pa3oM 3i 30UIbINEHHSM IediHkH. Jlakroammuos,
SIKIIO I1e BIIOYBAETHCS, SIK MPABUIIO, PO3BHBAETHCS MICHsl AEKIIBKOX MICSIIB JiKyBaHHA. JlakToanm 103
— Il HAKOIMYEHHS MOJIOYHOI KHCJIOTH B OpraHi3Mi, II0 MOXK€ BHKJIMKATH 3HEBOJIHEHHS 1 KOMY.
I'nmuboke, MBHUJIKE TUXaHHs, COHJIMBICTD, HeCcTelu(iuyHl CHMITOMH, Taki sSIK Hy10Ta, OJroBaHHS 1 0011 B
KHBOTI, MOKYTh BKa3yBaTH Ha PO3BHTOK MOJIOYHOKHCIOro amujao3y. KpiM Toro, jakroanuaos Moxe
OPUBECTH [0 PIIKICHUX BHIIAJKIB IE€YIHKOBOI HEJIOCTATHOCTI, HHPKOBOI HEIOCTATHOCTI abo
cMepTeNbHOro renatuty. 1g piakicHa, ajie cepiiozHa moOiuHa peakilis yacTile 3yCTPIUaeThesl Y JKIHOK,
0COONHMBO SIKIO Iy)Ke HaaMIpHa Bara. SIKIO y JUTHHH € 3aXBOPIOBAaHHs II€YIHKH, BIH abo BOHa
MOXYTh OYTH TakoX OUIBIN CXHJIBHHMH J0 PH3UKY OTpHMaHHS Iboro crany. Ilin wac mpuitomy
3unoByIUHY, po3unHy opaibHoro, @®.CIIA, 50 mr/5 mn, mikap abo MeIWYHUR IpaliBHUK Oyne
YB@)XHO CTEXHTU 3a BAIlOI0 JIWTHHOK CTOCOBHO OyIb-IKUX O3HAK, IO y HBOro abo Hei Moxe
PO3BUBATHUCS JIAKTOALUIO3.

3axeoproeanns nedinku

[TamienTn 3 XpoHiyHMM rematuToM B abo C, sKki JIKYIOTbCS aHTHPETPOBIPYCHMMH IIpenapaTaMH,
MalOTh IIJIBUIIECHUH PU3HK BAXKUX 1 MOTEHLiHHO (aTtanbHuX NOoOIYHMX e(eKTiB 3 OOKy IediHKH, i
MOJKYTb 3HaJIOOUTHCS aHATI3W KPOBI TSI KOHTPOJTIO (DYHKITIT NEUiHKH.

V mamieHTIB 3 XpOHIYHMM TeNaTUTOM B JiKyBaHHS He IIOBHHHO OyTH 3yIHHEHO 0e3 BKa3iBOK JIKapsl
abo MeIMYHOrO IpaIiBHUKA, OCKUIHKH BiH a00 BOHA MOXKYTh MaTH pelMIUB remaTuty. lleit peunnus
MOsKe OyTH OLITBINT CepHO3HIMH, SIKIIO TAIIEHT Ma€e Cepio3He 3aXBOPIOBAHHS ITEYIHKH.

Peaxmueayis imynnoi cucmemu e
Jhromu 3 Tspkkoro BlI-ingexuicro (CHIM) maroTs c1abky iMyHHY CHCTEMY ;ﬁm;mé”\ b, [11/IXOTTU TH
cepio3Hi iHpekuii (omopryHicTHYHI iHdekmil). Ha modaTtky jgiKyBaHHS
npotu BIJI crapi, npuxoBaHi indekuii cnanaxyrTh, BUKIUKAIOUN O3fiaKu igmpg)mn‘
3anajeHHs MOXKE O3HAYaTH MOBEPHEHHS 3[aTHOCTI OpraHizMy O00poTH &\3 Ti,ﬁmmﬁpﬂ»
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CHHJIPOM IMYHHOTO BiJIHOBJIEHHS. SIKINO BH MOMITHIN OY/Ib-sIKi CHMITOMH iH(EKIT y BAIIOi INTHHH,
Oyzb J1acKa, IIOBiZOMTE IpO II€ JiKapst ab0 MEIMYHOTO MpalliBHUKa HETAWHO.

Posnooin sicupy

Brpara >KMpOBHX BIJKI&J€Hb Ha TiI MOXe BHHHKHYTH Yy TAIl€HTIB, SKI OTPUMYIOTH 3HIOBYIHH.
3BepHiThCH 0 Jlikaps abo MeIMYHOTO TMpaliBHAKA, SKIIO BH IIOMITMIM 3MIHH Y JKHPOBHX
BIJIKJIQ/IEHHSAX HA TUTI BAIlOl TUTHHH.

IIpobnemu 3 kKicmkamu

V neskuxX Hali€HTiB mia 4ac KOMOIHOBaHOI aHTHPETPOBIPYCHOI Tepalii MOXKe PpO3BUHYTHCS
3aXBOPIOBAHHA KICTOK, K€ HA3WBAETHCA OCTEOHEKPO3 (CMEPTh KiCTKOBOI TKaHWHM). PH3HK pO3BUTKY
IIOTO 3aXBOPIOBAHHS MOXKeE OyTH BHINE, SKIIO IMyHHA CHCTeMa CHIBHO ociabieHa, abo Tpu
peryaspHOMY BXHBaHHI aIKoroio. Jlo cux mip 1e 3aXBOpIoBaHHs OyJIO 3apEECTPOBAHO B OCHOBHOMY Y
nopociux. ITpote, SKIIO Ballla JUTHHA CTPAXKIA€ BiJ HEPYXOMOCTI cyrno0iB, 600 (0COOIHMBO CTETHA,
KoJliHa i ieva) i TpyaHol B pyci, imopmyiite Jikapst ab0 MeIMYHOTO IpalliBHUKA.

IHwe

Bama juTvHa noBuHHA Oyze npuiiMati 3ua0ByauH, po3uns opaitbauil, @.CIHA, 50 mMr/5 mi, Koxen
nenb. Li KM 10noMaraloTh KOHTPOJIIOBATH CTaH BAIlol JUTHHH, ane 1e He 3acid Bin BlJI-indexmii. V
BAIIOI IMTHHH MOXYTh IIPOJIOBKYBATH PO3BUBATUCH 1HIN iH(EKIT (OMOpTyHICTHYHI iHdeKuil) Ta i
3axBopiopanHs, 1oB's3ani 3 BlJI-inpexnicro. Bu nmoBuHHI GyTH B MOCTIHHOMY KOHTAKTI 3 JIKapem
BAIIOi JMUTHHE ab0 MEIMYHMM IpamiBHukom. He mpurmusiite maBatd KM Bamid autusl 6e3
ONepeHbOT PO3MOBH 3 JliKapeM a00 MEeIMYHUAM IIPAI[iBHUKOM.

[ puiiom iHIMX JTiKiB

PoskaxiTh JiKapio, MEIMYHOMY IpaliBHUKY abo (apmalneBTy, sKIIO Bama JMTHHA IpuiiMacrte abo
HEIOJABHO IpuiiMaiu Oy Ib-Ki 1HIM JTIKH, BKJIFOYAOYH POCTHHHI JIIKapchKi 3aco0H 1 JIiKH Oe3 perenra.
BoHHU MOXKYTh BIUIMHYTH Ha Ji0 3WI0BYINHY, a00 3UIOBYIHH MOKE BILIMHYTH Ha iX Ji10.

3unoBymuH, posunH opanbhuil, ®.CIIA, 50 mr/5 M, He ciif HpuiiMaTH Hi 31 CTaBYIMHOM, Hi 3
pubaBipuHOM.

3unoByauH, posunun opaibhmii, O.CIIA, 50 Mr/5 M1, MOXe TakoX B3aCMOMIATH 3 BaJIbIPOEBOIO
KHMCIIOTOI0, ()IYKOHA30JI0M, METaJOHOM 1 NpoOeHemuIoM, MOTipuIyloud noOiuni  edexrH; IX
BHKOPHCTAHHS MMOBHHHO OyTH peTeIbHO IIPOAYMAHO.

[Ipuitom 3un0ByauHY, po3unny opanbHoro, ®.CIIIA, 50 mMr/5 mu, B TOH Xe yac, SK 1 IHIIUX JIKIB, AKi €
HOTEHILI{HO TOKCHYHMMHM JUIS HHPOK ab0 KICTKOBOI'O MO3KY MO’Ke 301LIBIINTH PH3UK PO3BHTKY
no6iyHuX peakiiit Ha 3umoBymuH, po3urH opambhui, ®.CIIA, 50 mr/5 mu. Taxi sikapceki 3acobu
BKJIIOYalOTh B cebe, HampHKiIajd, [EHTaMiJWH, JaliCOH, MipUMeTaMiH, cyibdameTokcazon +
TPUMETONPUM, aM(POTEPHIIUH, (QIYIIUTO3UH, I'aHIIUKIIOBIp, BAITAHIIUKIOBIP, iIHTEP()EPOH, BIHKPHUCTHH,
BiHOGnacTMH 1 mokcopyOimuu. Skmo Bama auTHHa M0Tpedye Oyap-SKOTo 3 IMX IIperaparis i3
3UI0BYAMHOM, PO3YHHOM OpalbHUM, 50 MI/5 M1, JIiKapro MoXe 3HaJI00UTHCS O17bII YBAXHO CTEKHUTH
3a fforo abo il QyHKIiAMH KpoBi i IapaMeTpaM# HHPOK 1, IpH HEOOXITHOCTI, /103y OJHOro abo
JICKIJIBKOX TIperapaTiB MoXe OyTH 3HHKEHO.

Ipuiiom 3u10ByIHHY, PO3YHHY OpaabLHOr0, S0 MI/S mu, 3 iZKelo i HaOAMH
3u0By1uH, po3urH opanbuuii, ®.CIIIA, 50 Mr/5 M1, MoxHa IpUiiMaTH 3 Ixkero abo 6e3.

BaritnicTn

SIkImo KiHKa cTae BariTHOIO, ab0 IUIaHye 3aBariTHITH, BOHA IOBHHHA 3BEPHYTHCS A0 JiKaps abo
MEIMYHOTO IIpalliBHUKA, 100 OOrOBOPHTH MOXJIMBI HECHPUSATINBI e(eKTH, IepeBard 1 PU3HKH
AHTHPETPOBIPYCHOT Teparrii Uit BariTHOI JKIHKH 1 i AUTHHH.

["'onyBaHHs IpyUHO
3UI0BYIMH, aKTUBHUHN IHTPENIE€HT IUX JKIB, BUSBISIETHCS B IPYTHOMY MOJIOLI.

Xinka 3 BIJI, sika xovie roAyBaTi rpyAbMH CBOIO JIUTHHY, TIOBUHHA 00TOBOPH ymcn\ g%gnnn 3
N
h
/s/«FETEP } ﬁ\?\

CBOIM JiikapeM a00 MeJIMYHUM ITPAIliBHUKOM.
.| JIAB3 ‘\v\)
JIMITEl»

S\ laeHtudikauiinup KOA ‘/
v 7(;\49999 /%;,



KepyBanust TpaHcnop THUMH 32c00aMH | BHKOPHCTAHHS ABTOMATH30BAHUX CHCTEM

JKotHUX JIOCHiKeNs TIPO BIUIMB 3MIOBYIMHY Ha 3IaTHICTH KEpyBaTH TPAaHCHOPTHHMHM 3acobamu 1
BUKOPHCTOBYBATH aBTOMATH30BaHI CHCTEMM He mNpoBoauiock. IlpoTe, cmim Opatu a0 yBaru cral
3J10pOB's JHOJMHM 1 MOXIIMBI 100IUHI eeKTH 3HIOBYAMHY, IIepII HiX pO3IJAAaTH BOJIHHA abo
BUKOPUCTAHHS aBTOMATU30BaHUX CUCTEM.

3. SIK IPUMMATU 3unosyaun, posuun opaibuuii, ®.CIHIA, 50 mr/5 mi
Jliis mepopanbHOro 3acTOCYBaHHS.

Tepanist moBrHHa OyTH IIpUIKMCaHa JiKapeM ab0 MeMYHUM LPALIBHAKOM, KM Mae H0CBiM JiKyBaHHs
BIUI-1 indexmii.

PexomengoBane 103yBaHHs B 32/J1€KHOCTI B/l MacH Tijia Juisi AiTeil crapme 6 THXKHIB
Jlianazon Macu (Kr) Ho3a
3-59«kr 6 MJI JIBi4Yl Ha JACHb
6—9.9kr 9 MI1 1BiYl HA JeHb
10—13.9 kr 12 MJ1 ABIYI HA A€Hb

Jo3a nis npodinakrukn Tpancmicii BIJI Bix marepi 1o nuruau (MIT)*
[TouHaTH TPOTSroM 12 TOJUH IiCis HAPODKEHHS 1 TPOJOBXKYBAaTH 10 O-THXKHEBOTO BIKY, B
3aJICKHOCTI BiJI HAIlIOHATHHUX PEKOMEH IAIlli.

PexomMenoBane 103yBaHHS B 32JIe;KHOCTI BiJl MACH TiJIa JJIs JiTeH
Bi/l HAPO/ZKeHHS 10 O-THKHEBOT0 BIKY *

Maca rina npu Hapokenni 2000-2499 r 1 it (10 Mr) aBivl Ha JEHD

Maca Ttina npu HapopkeHHi monan 2500 r 1.5 M (15 Mr) nBi4l HA JI€Hb

* HoBoHapOKEH] 3 MAJIOKO MacOIO TiJla TOBUHHI OTPHUMYBATU MI/KI 103yBaHHS.
BOO3 npononye 4 mr/xr xoxHi 12 roaun.

Yepes HeBeUKI 00°€MM HEOOXiJHOTO PO3YHHY OpalIbHOIO, CIJI JOTPUMYBATHCS OOEPEKHOCTI IPH
PO3paxyHKy HEOHATAIBHUX JI03.

3apyKay JaBaiite Bammnil quTHHI 3ua0BYAMH, po3uuH opanbHuil, O.CIIA, 50 Mr/5 M, ToYHO Tak, K
nikap a0 MeJWYHHWH NpaliBHAK NPONMCAB BaM. BH TOBHHHI IepeBIpHTH 3 JIKapeM, MeIHYHHM
npaliBHEKOM 260 papMaieBToM, SIKIIO BU He BIIEBHEHI.

Jlna mpiteit 3 Macoro Tina 14 xr a6o Giyblie, MUNTKIB 1 JOPOCIHX JOCTYIHI 1HIN JIIKapCchKi 3aco0H 3
OLIBINOIO KiNBKICTIO 3MIOBYAMHY. Byjab jacka, JMBITBCS JMCTKU-BKJIAuuIi 3 iHQopmamiero mis
TaI€HTa UX TPOIYKTIB.

3unoByuH, po3urH opanbauil, .CIIIA, 50 Mr/5 M, MoXxHa npuiMaTH 3 Hxero ado 0es.

Incmpykuia 0nsa 3acmocy8anHt

Impun 11 nepopaIbHOTO 103YBAaHHS Pa30M 3 KAHIOJIEIO HalalOThCs.

Po3zumn mictuth 10 Mr 3ugoByauHy Ha 1 MII.

1.  Kpuiky mismku noTpiOHO 3HATH 1 30epiraté y HaifHOMY MicIli.

2. KaHroJo BCTABUTH Y IUISIIKY, TAKHM YHHOM, 11100 11 KPHIIKa HOMICTHIIACH Y TOPJIO IUIAIIKH.

3. IlmactukoBHii KOpITyC KaaiOpOBAHOTO IIIPHUIIA BUJAISETHCS 1 IIIPHIL BCTABISETHCS Y KAHIOIIO.

4 [ Inpuil BAKOPUCTOBYETHCSI [Tl BUTATYBAaHHS HE0OX1THOro 00'eMy cycnensii (K IpOIKCaHo
JikapeM), 3a0e3Mmedyroun Py [LOMY, 1100 HisiKi BEJIUKI My3Upi He 3'SBISIIHCEH Y HIITPHILL.

5. Jlo3y mOTIM BBOAATH JIO pOTa IUTHHH 3 KIHYMKA KaHIONI NMPOTH IMOKH JTHTHHH, TOBLJIEHO

BIIOPCKYHTE B 3a/IHIO ‘{aCTIrIHy ropia, mod YHUKHYTH 3aIIy1H€HHH B oD
4 iy .
6.  Hlnpui i KaHIOMIO CIIiJ PETebHO BUMUTH YUCTOIO BOJIOIO 1 IaTH BUCOXHYTK. BOHH I10B 6yTH
IOBHICTIO CYXHMH IIepe]l IOBTOPHUM BHKOPHCTAHHSIM. JIABS \;\

7. UlinbHO 3aKpHiiTe IUIAIIKY KPHIIKOO. JI IMITE 11») /
/

ACHTHOIKAUNIHHE KA
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Sxmo npuitasian oiasme 3ua0ByaHHY, po3uuny opaiasHoro, ®.CIHIA, 50 mr/5 mui, Hisk moTpioHo
Slkimmo Bama JAMTMHA DpUAHsUIA 3aHaATO Oarato 3WAOBYAMHY, po3uMHy opanbHoro, @O.CIIA,
50 mr/5 mi1, abo AKIIO XTOCH BUIAJIKOBO TIIPOKOBTHYB Iie, HeMae Oesnocepebol 3arposu. Ilpore, Bam
CJIIJT 3BEPHYTHUCS JI0 JKaps, MEIHMYHOro MpaimiBHuKa abo 10 HaHOIMKYOro BIJUIIJIEHHS HEBIIKIAAHOI
JIOTIOMOTH JTIKapH1 JUTST MOAATBIIHX KOHCYIbTAIIH.

Axuno 3a0yau npuiiHsiTH 3H10BY11H, po3unH opaabuuii, ®.CIIA, 50 mr/S ma

Slkimmo Bama JUTHHA BHIIAJKOBO IPOIYCTHJIA J03Y 1 BH IOMITHIH IHPOTATOM 6 TOIMH IICIA
IIPOILYLIEHOI JI03H, Jal0Th NPOIYIIEHY /103y sKomora msuame. /laiiTe HACTYIHY 03y, SK IPaBUILHO
3aIlJJaHOBAHO. SIKIIO BM MOMITHIM MTi3HiIIE, HIK Yepe3 6 TOIHMH HiCIs MPOILYIIEHOI 1031, TIOTIM TLIbKH
Jal0Th HOpPMaJIbHY J103y, KOJM O4YIKy€ThCsi HacTynmHa po3a. He pasaiite nozasifimy no3y, 1mo0
KOMIICHCYBATH IIPOILYILEHY 1HIMBIIyaIbHY J03Y.

SIxmo y Bac € sxi-HeOy/ib JIOJaTKOBI IMMTAHHS I0JI0 3aCTOCYBAHHS JJAHOTO MPOIYKTY, 3BEpHITHCS 10
JiKapsi, MEITMYHOTO IpaniBHUKA abo papmareBTa.

4.  MOZKJIMBI IIOBIYHI EOEKTHU

Sk 1 Bel jmikapebki 3aco0u, 3unoByauH, po3unH opanbHuM, @.CIHA, 50 Mr/5 mi, Moke BUKIHKATH
110614Hi1 edekTH, Xoua 1 He y Beix. [Ipu mikyBanni BIJI-iHdekuii He 3aBxkau MOXKIHBO AUPEPEHIIIIOBATH
HeOaxaHl eeKTH, BUKIMKaHI 3UI0BYIMHOM, po3unHOM opainbHuM, @.CIIIA, 50 mr/5 miu, abo Ti, sKi
BUKJIMKaH1 Oy/Ib-SIKUMHM IHITUMH JTIIKaMH, SKI Bama JUTHHA MOXKE IpuiiMarty B TOH e uac, abo BIJI-
3aXBOPIOBaHHSM. 3 1€l MPUYHHU BaXKJIHUBO, OO BH MOBIAOMIIM JIKapst a0 MEAMYHOIO IpalliBHUKA
po OyIb-sIKi 3MIHH Y 310pOB'T BAIIol JUTHHH.

Haitbinpin cepito3ni moOiyHi peakiiii BKIFOYAIOTh aHEMilO (HU3bKY KIJIBKICTh YE€PBOHMX KPOB'SHUX
KJITHH), @ TAaKO’K HU3bKHHA BMICT OLIMX KPOB'SHUX TiJeIh. BOHM YacTilne 3yCcTpidaloThes y MaIlieHTIB 3
nizHiMu ctaaisimu BUT-iHgexii.

Anemiss He Oyna CcepiO3HOIO ITiJI 4ac BHKOPHUCTAHHS 3UIOBYAHMHY, po3uuHy opaibHoro, @.CIIIA,
50 mr/5 M st npodinaktuxu nepenayi BIJI Bix Marepi 10 THTHHH.

KpiM TOTO, 3MI0BYIMH MOXE IPUBECTH JO BTPATU JKUPY B OpraHi3Mi, 0COOJMBO B pyKax, HOrax i
o0ymyul.

Jyoce ywacmo mnosinomnenumu (6inbmie, HDXK 1 3 koxHHX 10 marieHTiB) MOOIYHUMHU epeKTaMH €
TOJIOBHHUH OLJIb 1 Hy10TA.

Yacmo nopinomnenumu (Oimpme, HiK 1 3 koxuuX 100 mnamieHTiB) MoOIYHUMH e(deKTaMu €
3anaMopoyeHHsl, OJIOBOTa, MPOHOC, 00Nl B KHBOTI, 00JII B M'A3aX, 3HMIKEHHS YEPBOHUX KpOB'STHHX
KIITUH (aHEMIsi), 3HMKCHHs OLIMX KpOB'SHMX KIITHH (JICMKOIICHIs, HEMTPOICHIs)) 1 THMYacoBe
301IbIIEHHS [I€4IHKOBUX (hpepMEHTIB 1 O1TipyOiHy B KPOBI.

Hacrynni no6iuni edpexru € nevacmumu (mixx 1 ma 1000 i 1 ma 100 namieHTiB): METEOPH3M, BIIUyTTH
3aJMIIKK, IIKIDHUH BUCHII, 3araJbHUM Oilb, CIa0OKICTh, JUXOMaHKa, 3HHKCHHS TPOMOOIUTIB KPOBI
(TpombornuTonEeHist) ado BCiX KIITHH KPOBi (TAHIIUTOTICHIS) 1 pO3JIaay M'si30B0OT TKAHUHH (MiomarTis).
Pioxo nosinomisuiocs (Bix 1 Ha 10 000 mo 1 Ha 1000 mamieHTiB) PO TPHBOTH, Jerpecii, Ge3COHHS,
HEMOJKJIUBICTh 30CEPEIUTHCS, TMOYYTTS COHJIMBOCTI, MOKOJIOBAHHS WIKIPH, (IIMHJIBKH 1 TOJKHY),
KallleJlb, BTpaTy aleTHUTy, NOPYIIECHHS CMakKy, po3jaj IUIyHKa, 3alaJeHHS MiAIUTYHKOBOI 3aJ031
(maHkpeatuT), Ol1b y IpyIsiX, XBOpoOy CepleBOro M'siza, cyIoMH (KOHBYJIBCIT), MIrMEHTAIIIIO HITTIB i
IIKIpU, 3MIHY KOJbOPY Ha BHYTPIIIHIH YacTHHI pOTa, KPOIMB'SHKA, 03HOO, IITIHUBICTH, 301IbIICHHS
IpyZei y 4OJIOBIKIB, HAKOIIMYCHHS JKHPY B IEYiHIN, HE3JaTHICTh BHPOOJSATH HOBI YEPBOHI KIITHHH
KpOBI (aHEMIFO epUTPOIMTIB) 1 301JIBIIIEHHS YaCTOTH CEYOBUITY CKAHHSI.

Kpim Toro, pioxo noBiioMIIsIOCs PO BHIIAJKH CTaHY, KW Ha3UBAETHCS JAKTOAIMI03 (HAKOTIHYEHHS
MOJIOYHOI KHCIIOTH B OpraHi3mi, II0 MOXe€ IPHBECTH 0 O0E3BOAHEHHS 1 KOMHM) Y MaIli€HTiB, sKi
IpUMMalOTh 3UA0BYAUH. [ JInOoKe, MIBUAKE AUXAHHS, COHJIMBICTH, HeCIeIH()IYHI CUMITOMH, Taki SK
Hy/10Ta, OJ1r0BaHHS 1 00JIi B )KMBOTI, MOXKYTh BKa3yBaTH Ha PO3BUTOK MOJIOYH HETTORQ ALINI03Y .

ﬂygfce pioxo noBinomisiiock (Mermre 1 Ha 10 000 martieHTiB) Ipo MOpyII '31%1706 \\iga BCIX BHJIIB
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Hacmynni nobiuni eghexmu 6UHUKAIOMb 3 HACMOMOIO, SIKA HEBI00MA.

3uI0BYIMH Ta iHII aHTHPETPOBIPYCHI NpenapaTd MOKYTh BUKJIHKATH 3MIHU B GOpMi Tia Yepes 3MiHH
B PO3MOJIUI Xupy. BoHH MOXKYTh BKIIOYATH B cebe BTpaTy XUPY 3 HII, PyK 1 00aM4Yst, 301IbIIEHHS
KUpY B 00nacTi yepeBa (3KMBOTA) 1 HABKOJIO BHYTPIILIHIX OPraHiB, 30LIbIICHHS IPYJACH 1 JKMPOBHMX
IpyIOYOK Ha 3aiHiil yactumi tmui («ropd OyitBonay). IlpuumHa Ta JOBIOCTPOKOBI HACIIJIKH Ul
3JI0POB's IIMX YMOB He BIJOMI B 1€l yac.

Kom6iHoBaHa aHTHPETPOBIPYCHA TEPaITis MOXKE TAKOK BUKIHKATH TiMEepIiIiieMito (301IbIIeHHs KUPIB
B KPOBI), IIJIBUIICHHS PIBHA I[YKPY B KPOBI 1 PE3HCTEHTHICTH JI0 1HCYJIIHY.

KpimM Toro, ocreoHekpo3 (cMepTh KICTKOBOI TKAHWHW) 1 CHHIPOM BIJTHOBIEHHA IMyHITETY OyIi0
3apPeECTPOBAHO Y MAIIIEHTIB, IO MPUAMAIOTH KOMOIHOBAHY aHTHPETPOBIPYCHY TepaIiio (JIMB. po3/LI 2).
SIkio skuii-HeOy1b 3 MOOIYHKMX eeKTIB cTac cepio3HUM, ab0 SIKIO BU HOMITHIM OyIb-sKi 100iuHi
edexTH, He mepepaxoBaHi B JaHOMY IHOpMAaIlifHOMY JHCTKY, OyJIb Jacka, HOBIAOMTE JIKaps,
MEIMYHOTrO0 MpaliBHuKa abo apmaneBTa sKOMOTa IIBUJIIIE.

5.  3BEPII'AHHJ 3UJAOBYAUHY, PO3UHUHY OPAJIBHOT'O, ®.CIIIA, 50 mr/S ma

30epiratu 1mo3a 30HOIO yBaru i JOCSKHOCTI JITEH.

He 36epiratu Buiie 25 °C. 30epiraté B OpUriHaibHIA yIAKOBIIL.

He 3acrocoByiite 3umoByauH, po3uuH opaibhuii, ®.CIIIA, 50 mr/5 mui, micis 3aKiHUEHHS TEPMIHY
npunatHocti (TIpu.), 3a3HaueHoro Ha eTHKeTi. TepMiH MPUIaTHOCTI BITHOCUTHCS 10 OCTAHHBOTO JTHA
TOTO MICSIIS.

He 3actocoByiite 3umoByaus, pozund opanbuuii, ®.CIIIA, 50 Mr/5 mi, SKIIO BH IOMITHIM, IO JIKA
3MIHHJIH KOJIID.

He Bukmmaiite Oynap-siKi JiKM dYepe3 CTiyHi Boau abo moOyToBl Biaxoau. 3anwuraiite Bamioro
dapmaiieBTa, sSK BHKHHYTH JIiKH, ki Bu Oimbine He BUKOpucTOByeTe. Lli 3aX0oam I0MOMOXKYThH
3aXHCTUTU HABKOJIHIIHE CEPEIOBHIIIE.

6. JOIJATKOBA IH®OPMANIA

o micTuteh 3uaoByauH, po3uun opanasauii, ®.CIHIA, 50 mr/5 ma

AKXTHBHUM IHTpEIIEHTOM 3UI0BYAMHY, po3unHy opaibHoro, @.CIIIA, 50 mr/5 mi, € 3U10ByIUH.
[HIIUMH IHIpEiEHTAMH € KHCJIOTa JIMMOHHA Oe3BOjHA, IIIIEpPHH, BoJa OuMINEHa, HaTpito OeH3oar,
apoMaTu3aTop MOJYHHYHHH 1 IyKpo3a.

Slxumii Mmae Burasa 3uaoByauH, po3unH opaabuuii, @.CIIA, 50 mr/5 mu, i BMiCT ynakoBKH
3unoByauH, pozunH opaibhuit, ®.CIIA, 50 Mr/5 mu —1ue npo3opui, Bin 6e30apBHOrO 10 CBITIO-
JKOBTOIO KOJBOPY PO3YMH 3 MOJYHHYHHM 3amaxoM, sKHM MicTHTh 50 MI akTHBHOI'O IHIPEIIEHTY
3UOBYAMHY B KOKHHX S5 MJI. Bin moctasisiersest y 250-mut (hJ1akoHi 3 OJTIETHIEHY BUCOKOI MITBHOCTI
(sxmii MicTuTh 240 MJI PO34MHY) 1 CYNPOBOJUKYEThCS 10-MJI TIONINMPONIIEHOBUM KaliOpOBAHUM
HINIPHUIIOM JUIsE OPAJIBHOTO JI03YBaHHS, @ TaKOXK 1,5 MJI 103yIOUUM IIIPUILIOM.

[HocrayaabHUK

I'erepo JIa63 JlimiTen

7-2-A2, I'erepo Koprnopeit
Innacrpian Ecreiire

Canar Harap

Xaitnepaban 500 018

Temanrana credt

[ ist

Ten: +9140 23704923

dakc: + 91 40 23704926

e-mail: contact@heterodrugs.com

Bupoonuk

I'etepo JIa63 JlimiTex

FOmiT — II1

#22-110 1A

JbxuaiMeTa

Xaitnepabaza 500 055

Tenanrana credt

Inais

Ten: 19140 23096171/7”, 37 %F';;\

®dakc: + 91 40230951057 \J\/” - \‘/ \
S
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JlatmHChKa AMepuka

Im’si: Mc. Tepana [Mapkanxap

Anpeca: Beprnon Texnomnomxuc Jlimiten
7 Pamnoran Jlpaiis Jlamapi Xion,

Canrpe I'panne. Tpuninan i Tobaro.
Ten: 868 691 0173

Daxc: 868 668 7741.

Email: tswana.gajadhar@vtl-trin.com

HA

Im's: Mp. M.CpiniBac Peni
Anpeca:

I'erepo JIa63 Jlimitex
7-2-A2, I'erepo Kopniopeit
[nnactpian Ecteiite

Canat Harap

Xampnepaban 500 018
Tenanrana crelT

[amist

Ten: + 91 40 23704923
®akc: + 91 40 23704926
Email: msreddy@heterodrugs.com

Jls orpriManHs 6y ab-1K01 iH(opMarii mpo et nikapebkuit 3acid, Oy 1b jacka, 3BEpHITHCS J10
MICIIEBOTO TIPEJCTaBHUKA [TOCTAaYaJIbHUKA.

[liBnenna Adpuka

Im’s: KeBin Mynmaneit, ['onosa [liBnenno-
AdpHKaHCHKOT JISIILHOCTI,

Anpeca:

Jlxun ITapx YambOepce, 252 JIxun ABeHio,
IlenTypion, binuinr 6, FOuiT 19.

Ten: +27 (0) 12 644 21 20

daxc: +27 (0) 12 644 1564
Email: kevin@heterodrugs.com

TH11

Im'ss: Mcc. I".Canrira,
Anpeca:

['erepo JIa63 JlimiTen
7-2-A2, I'erepo Kopnopeiit
[nnactpian Ecreiite

Canar Harap

Xamnepaban 500 018
Tenanrana credt

[rmist

Ten: + 91 40 23704923
®akce: + 91 40 23704926
Email: Sangeetha. G@heterodrugs.com

Ieii mucToK-BKIaTUIN 0Y/10 BOCTAHHE 3aTBEP/KeHO Y KoBTHI 2012,

JeranpHa iHOpMalis mpo Iei JikapchKuii 3acid goctynmHa Ha BeO-caiiti BeecBiTHBOT
oprasizanii oxoponu 3a0pos'st (BOO3): http://who.int/prequal/ .

* ToproBenbHa Ha3Ba He € mnpekBamidikoBana BOO3. Ile BiamoBizae MiCUEBUM pPeryisTOPHUM
BUMoraM. [IpoTarom 1poro 3BiTy Ha3Ba HaBOAMUTHCS JIMLLIE SIK TPUKIIA.
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[HCTpyKLIA PO 3acTOCYBaHHA JliKapebkoro 3acoly abo indopmauis  Jlo PeecTpaniitHOro mocBigaeHHst

Nnpo 3aCTOCYBAHHA IIiKa CbBKOTI'O 33006 /, 3aTBCPJJKCHA 3Fi[1HO 3 >
P y P BasiRy P Ne LA/ LE08 Jor/of

HOPMaTUBHUMH BHMOraMH KpaiHu 3assHuka/BupoOnuka ado

KpaiHu, — peryisTOpHMH —opran  AKOi  KepyeTbes  BUCOKHMHU gin A QL XOoLs
CTaHJapramMu  SKOCTi, 10  BIJAIOBIIAOTH  CTaHJapTam, r

. .. ©
pexomennoBanum BOO3, ta/abo 3rifiHO 3 pe3ysibTaTaMu KJIIHIYHHX N~ £0

BUINIPOOYBaHb, BMKIIAJ€Ha MOBOK) BIAMNOBIZIHO A0 BHUMOT 10OJI0
MOBM, BM3Ha4eHUX a03alloM JIPYTUM YaCTWHH TPeThOi cTaTTi 26
3axony Ykpainu «lIpo 3acanu nep:kaBHOI MOBHOI IOJITHKIY

PATIENT INFORMATION LEAFLET: INFORMATION FOR THE USER
Zidovudine Oral Solution USP 50 mg/5 ml*

Read all of this leaflet carefully before your child starts taking this medicine.
- Keep this leaflet; you may need to read it again.
- If you have any further questions, please ask the doctor, health care provider or pharmacist.

- This medicine has been prescribed for your child. Do not pass it on to others. It may harm them,
even if their symptoms are the same as your child’s.

- If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet,
please tell the doctor, health care provider or pharmacist

In this leaflet:

1. What Zidovudine Oral Solution USP 50 mg/5 ml is and what it is used for
Before your child takes Zidovudine Oral Solution USP 50 mg/5 ml

How to give Zidovudine Oral Solution USP 50 mg/5 ml

Possible side effects

Storing Zidovudine Oral Solution USP 50 mg/5 ml

S

Further information
1. WHAT ZIDOVUDINE ORAL SOLUTION USP 50 mg/5 ml IS AND WHAT IT IS USED FOR
Zidovudine Oral Solution USP 50 mg/5 ml, which contains zidovudine as the active ingredient,

belongs to a group of antiviral medicines called nucleoside analogue reverse transcriptase
inhibitors (NRTIs). These are used to treat human immunodeficiency virus (HIV) infection.

Zidovudine Oral Solution USP 50 mg/5 ml is used:
¢ in antiretroviral combination therapy for the treatment of HIV infection in children
¢ innewborns and infants, for the prevention of mother-to-child transmission of HIV.

In therapy, zidovudine reduces the amount of virus in your child’s body, and keeps it at a low level.
It also increases CD4 cell counts. CD4 cells are a type of white blood cells that are important to
help fight infection. The doctor or health care provider will be monitoring the effectiveness of your
child’s treatment.

Zidovudine Oral Solution USP 50 mg/5 ml may improve your child’s condition, but it is not a cure
for HIV infection. HIV infection is a disease spread by contact with blood (for.
injection needles) or by sexual contact with an infected individual.

Treatment with Zidovudine Oral Solution USP 50 mg/5 ml has not been / / }Xtcﬁ Lna
of passing HIV infection on to others by sexual contact or by blood tr 1‘? r‘f@}}l
continue to take appropriate precautions to avoid giving the virus to oth “sﬂ 2 f 2~ ’}



2. BEFORE YOU GIVE YOUR CHILD ZIDOVUDINE ORAL SOLUTION USP 50 mg/5 ml
Do not use Zidovudine Oral Solution USP 50 mg/5 ml if your child:

e Is allergic (hypersensitive) to zidovudine or to any of the other ingredients (see section 6,
What Zidovudine (oral solution) contains);

e Has a very low red blood cell count (severe anaemia) or very low white blood cell count
(neutropenia).

Do not use Zidovudine Oral Solution USP 50 mg/5 ml if a newborn baby has certain liver
problems:

e Some cases of increased amount of bilirubin in the blood (hyperbilirubinaemia), a condition
which might make the baby’s skin look yellow;

e Excessive amount of certain liver enzymes in the blood.
Take special care with Zidovudine Oral Solution USP 50 mg/5 ml

Before using this medicine, you should have told the doctor or health care provider if your child
suffers from liver disease (such as hepatitis) or severe kidney disease.

Blood disorders

Anaemia (low red blood cell count) and neutropenia/leucopenia (low white blood cell count) may
occur within 4-6 weeks after starting treatment with Zidovudine Oral Solution USP 50 mg/5 ml. If
severe, the physician or health care provider may stop treatment with Zidovudine Oral Solution
USP 50 mg/5 ml. This occurs more commonly in patients with advanced HIV disease and with
higher doses of zidovudine. Regular blood tests will be arranged to check whether there is a
problem. This adverse reaction is infrequent in patients with early HIV disease and blood tests may
be performed less frequently.

Lactic acidosis

The class of medicines to which Zidovudine Oral Solution USP 50 mg/5 ml belongs (NRTIs) can
cause a condition called lactic acidosis, together with an enlarged liver. Lactic acidosis, if it occurs,
usually develops after a few months of treatment. Lactic acidosis is a build up of lactic acid in the
body, which can cause dehydration and coma. Deep, rapid breathing, drowsiness, and non-specific
symptoms such as nausea, vomiting and stomach pain, may indicate the development of lactic
acidosis. In addition lactic acidosis may lead to rare cases of liver failure, renal failure or fatal
hepatitis. This rare, but serious side effect occurs more often in women, particularly if very
overweight. If your child has liver disease he or she may also be more at risk of getting this
condition. While taking Zidovudine Oral Solution USP 50 mg/5 ml, the doctor or health care
provider will monitor your child closely for any signs that he or she may be developing lactic
acidosis.

Liver disease

Patients with chronic hepatitis B or C and treated with antiretroviral agents are at increased risk for
severe and potentially fatal liver adverse events and may require blood tests for monitoring of liver
function.

In patients with a chronic hepatitis B infection the treatment should not be stopped without
instructions from the doctor or health care provider, as he or she may have a recurrence of the
hepatitis. This recurrence may be more severe if the patient has serious liver disease.

Reactivation of immune system

People with advanced HIV infection (AIDS) have a weak immune g
yﬁth

pick up serious infections (opportunistic infection). On starting trg
against HIV, old, hidden infections flare up causing signs and §'
inflammation may mark a return of the body’s ability to fight o Qaﬁf;ét;
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reconstitution syndrome. If you notice any symptoms of infection in your child, please tell the
doctor or health care provider immediately.

Fat distribution

Loss of body fat may occur in patients receiving zidovudine. Contact the doctor or health care
provider if you notice changes in your child’s body fat.

Bone problems

Some patients taking combination antiretroviral therapy may develop a bone disease called
osteonecrosis (death of bone tissue). The risk of developing this disease may be higher if the
immune system is severely weakened, or if one drinks alcohol regularly. So far, this disease has
been reported mainly in adults. However, if your child suffers from joint stiffness, aches and pains
(especially of the hip, knee and shoulder) and difficulty in movement, inform the doctor or health
care provider.

Other

Your child will need to take Zidovudine Oral Solution USP 50 mg/5 ml every day. This medicine
helps to control your child’s condition, but it is not a cure for HIV infection. Your child may
continue to develop other infections (opportunistic infection) and other illnesses associated with
HIV disease. You should keep in regular contact with your child’s doctor or health care provider.
Do not stop your child’s medicine without first talking to the doctor or health care provider.

Taking other medicines

Please tell the doctor, health care provider or pharmacist if your child is taking or has recently taken
any other medicines, including herbal medicines and medicines obtained without a prescription.
These may affect the action of zidovudine, or zidovudine may affect their action.

Zidovudine Oral Solution USP 50 mg/5 ml should not be taken with either stavudine or ribavirin.

Zidovudine Oral Solution USP 50 mg/5 ml may also interact with valproic acid, fluconazole,
methadone and probenecid making side effects worse; their use should be carefully considered.

Taking Zidovudine Oral Solution USP 50 mg/5 ml at the same time as other medicines that are
potentially toxic to the kidneys or bone marrow may increase the risk of adverse reactions to
Zidovudine Oral Solution USP 50 mg/5 ml. Such medicines include, for instance, pentamidine,
dapsone, pyrimethamine, sulfamethoxazole + trimethoprim, amphotericin, flucytosine, ganciclovir,
valganciclovir, interferon, vincristine, vinblastine and doxorubicin. If your child requires any of
these medications with Zidovudine Oral Solution USP 50 mg/5 ml then the doctor may need to
monitor his or her kidney function and blood parameters more closely and, if required, the dosage
of one or more of the drugs may be reduced.

Taking Zidovudine Oral Solution USP 50 mg/5 ml with food and drink
Zidovudine Oral Solution USP 50 mg/5 ml may be taken with or without food.

Pregnancy

If a woman becomes pregnant, or is planning to become pregnant, she should contact the doctor or
health care provider to discuss the potential adverse effects and the benefits and risks of the
antiretroviral therapy to the pregnant woman and her child.

Breastfeeding
Zidovudine, the active ingredient in this medicine, is found in human breast milk.

A woman with HIV who wants to breastfeed her baby should discuss the risks
doctor or healthcare provider.




Driving and using machines

No studies on the effects of zidovudine on the ability to drive and use machines have been
performed. However, one should take into account the state of the person’s health and the possible
side effects of zidovudine before one considers driving or using machines.

3. HOW TO TAKE Zidovudine Oral Solution USP 50 mg/5 ml
Oral use.

Therapy should be prescribed by a physician or health care provider experienced in the
management of HIV-1 infection.

Recommended Dosing Based on Weight Bands for Children over 6 weeks of age
Weight range (kg) Dose

3to59kg 6 ml twice daily

61099 kg 9 ml twice daily

10to 13.9 kg 12 ml twice daily

Mother-to-child-transmission (MTCT) prevention dose*
Start within 12 hours after birth and continue up to 6 weeks of age, depending on national
recommendations.

Recommended Dosing Based on Weight Bands for Children
from birth to 6 weeks of age*

Birth weight 2000-2499 g 1 ml (10 mg) twice daily

Birth weight above 2500 g 1.5 ml (15 mg) twice daily

*Low birth weight infants should receive mg/kg dosing. WHO suggests 4 mg/kg every 12 hours.

Due to the small volumes of oral solution required, care should be taken when calculating neonate
doses.

Always give your child Zidovudine Oral Solution USP 50 mg/5 ml exactly as the doctor or health
care provider has instructed you. You should check with the doctor, health care provider or
pharmacist if you are unsure.

For children weighing 14 kg or more, adolescents and adults other products with larger amounts of
zidovudine are available. Please see the patient information leaflets of these products.

Zidovudine Oral Solution USP 50 mg/5 ml can be taken with or without food.
Instructions for use
An oral dosing syringe along with cannula is provided.
The solution contains 10 mg of zidovudine per 1 ml.
1. The bottle cap should be removed and kept safely.
The cannula is inserted into the bottle, such that its cap fits into the mouth of the bottle.

The plastic case of the calibrated syringe is removed and the syringe inserted into the cannula.

£ (2 9

The syringe is used to draw the required volume of the suspension (as prescribed by the
doctor) while ensuring that no large bubbles appear in the syringe.

squirt into the back of the throat, to avoid choking.



6. The syringe and cannula should be washed thoroughly in clean water and allowed to dry. It
should be completely dry before re-use.

7. Close the bottle tightly with cap.
If one takes more Zidovudine Oral Solution USP 50 mg/5 ml than one should

If your child has taken too much Zidovudine Oral Solution USP 50 mg/5 ml, or if someone
accidentally swallows some, there is no immediate danger. However, you should contact the doctor,
health care provider, or the nearest hospital emergency department for further advice.

If one forgets to take Zidovudine Oral Solution USP 50 mg/5 ml

If your child accidentally misses a dose and you notice within 6 hours after the missed dose, give
the missed dose as soon as possible. Give the next dose as regularly scheduled. If you notice later
than 6 hours after the missed dose, then only give the normal dose when the next dose is due. Do
not give a double dose to make up for forgotten individual doses.

If you have any further questions on the use of this product, ask the doctor, health care provider or
pharmacist.

4. POSSIBLE SIDE EFFECTS

Like all medicines, Zidovudine Oral Solution USP 50 mg/5 ml can cause side effects, although not
everybody gets them. When treating HIV infection, it is not always possible to differentiate
between unwanted effects caused by Zidovudine Oral Solution USP 50 mg/5 ml, or those caused by
any other medicines your child may be taking at the same time, or by the HIV disease. For this
reason, it is important that you inform the doctor or health care provider of any change in your
child’s health.

The most serious adverse reactions include anaemia (low red blood cell count), and low white blood
cell count. These are more common in patients with advanced HIV infection.

Anaemia has not been serious during Zidovudine Oral Solution USP 50 mg/5 ml use for prevention
of mother-to-child transmission.

Furthermore, zidovudine may cause loss of body fat, particularly in the arms, legs and face.

Very commonly reported (greater than 1 in every 10 patients treated) side effects are headache and
nausea.

Commonly reported (greater than 1 in every 100 patients treated) side effects are feeling dizzy,
vomiting, diarrhoea, stomach pain, muscle aches, decreased red blood cells (anaemia), decreased
white blood cells (leucopenia, neutropenia) and transient increase of liver enzymes and bilirubin in
the blood.

The following side effects are uncommon (between 1 in 1000 and 1 in 100 patients treated): wind
(flatulence), feeling breathless, skin rash, general aches and pains, weakness, fever, decreased blood
platelets (thrombocytopenia) or all blood cells (pancytopenia) and muscle tissue disorders
(myopathy).

There are rare reports (between 1 in 10 000 to 1 in 1000 patients treated) of anxiety, depression,
sleeplessness (insomnia), not being able to concentrate, feeling drowsy, tingling of the skin, (‘pins
and needles’), cough, loss of appetite, taste disturbance, indigestion, inflammation of the pancreas
(pancreatitis), chest pain, disease of the heart muscle, fits (convulsions), nail and skin pigmentation,
colour change on the inside of the mouth, hives, chills, sweating, enlarged breasts in men, fat
accumulation in the liver, inability to produce new red blood cells (pure red_gegll anaemia) and
increased urinary frequency. >




Also, a condition called lactic acidosis, which is a build up of lactic acid in the body that can cause
dehydration and coma has been reported on rare occasions in patients taking zidovudine. Deep,
rapid breathing, drowsiness, and non-specific symptoms such as nausea, vomiting and stomach
pain, may indicate the development of lactic acidosis.

There are very rare reports (less than 1 in 10 000 patients treated) of disruption of production of all
types of blood cells (aplastic anaemia).

The following side effects occur at a frequency that is not known:

Zidovudine and other antiretroviral agents may cause changes in body shape due to changes in fat
distribution. These may include loss of fat from legs, arms and face, increased fat in the abdomen
(belly) and around internal organs, breast enlargement and fatty lumps on the back of the neck
(‘buffalo hump'). The cause and long-term health effects of these conditions are not known at this

time.

Combination antiretroviral therapy may also cause hyperlipidaemia (increased fats in the blood),
increased blood sugar and resistance to insulin.

Also, osteonecrosis (death of bone tissue) and immune reconstitution syndrome have been reported
in patients taking combination antiretroviral therapy (see section 2).

If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet,
please tell the doctor, health care provider or pharmacist as soon as possible.

5. STORING Zidovudine Oral Solution USP 50 mg/5 ml
Keep out of the reach and sight of children.
Do not store above 25 °C. Store in the original container.

Do not use Zidovudine Oral Solution USP 50 mg/5 ml after the expiry date (exp) which is stated on
the label. The expiry date refers to the last day of that month.

Do not use Zidovudine Oral Solution USP 50 mg/5 ml if you notice the medicine has changed
colour.

Medicines should not be disposed of in wastewater or household waste. Ask the pharmacist how to
dispose of medicines no longer required. These measures will help to protect the environment.

6. FURTHER INFORMATION
What Zidovudine Oral Solution USP 50 mg/5S ml contains
The active ingredient of Zidovudine Oral Solution USP 50 mg/5 ml is zidovudine.

The other ingredients are anhydrous citric acid, glycerol, purified water, sodium benzoate,
strawberry flavour and sucrose.

What Zidovudine Oral Solution USP 50 mg/5 ml looks like and contents of the pack

Zidovudine Oral Solution USP 50 mg/5 ml is a clear, colourless to pale-yellow, strawberry-
flavoured solution containing 50 mg of the active ingredient zidovudine in each 5 ml. It comes in a
250-ml high-density polyethylene bottle (containing 240 ml solution) and is accompanied by a
10-ml polypropylene calibrated oral dosing syringe as well as a 1.5-ml dosing syringe.
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Supplier

Hetero Labs Limited
7-2-A2, Hetero Corporate
Industrial Estates

Sanath Nagar

Hydrabad 500 018
Telangana state

India

Tel:  + 914023704923
Fax: 4914023704926
e-mail: contact@heterodrugs.com

Manufacturer

Hetero Labs Limited

Unit — III

#22-1101DA

Jeedimetla

Hydrabad 500 055

Telangana state

India

Tel: +914023096171/72/73/74
Fax: + 914023095105

e-mail: contact@heterodrugs.com

For any information about this medicinal product, please contact the local representative of the

supplier.

Latin America

Name: Ms. Tswana Gajadhar

Address: Vernon Technologies Limited
7 Ramlogan Drive Damarie Hill,
Sangre Grande.Trinidad & Tobago.
Tel: 868 691 0173

Fax: 868 668 7741.

Email: tswana.gajadhar@vtl- trin.com

INDIA

Name: Mr. M.Srinivas Reddy
Address

Hetero Labs Limited

7-2-A2, Hetero Corporate
Industrial Estates

Sanath Nagar

Hydrabad 500 018

Telangana state

India

Tel: + 91 40 23704923

Fax: + 91 40 23704926
Email: msreddy@heterodrugs.com

South Africa

Name: Kevin Moodaley, Head of South African
Operations,

Address:

Jean Park Chambers, 252 Jean Avenue,
Centurion, Building 6, Unit 19.

Tel: +27 (0) 12 644 21 20

Fax: +27 (0) 12 644 1564

Email: kevin@heterodrugs.com

INDIA

Name: Mrs. G.Sangeetha,
Address:

Hetero Labs Limited
7-2-A2, Hetero Corporate
Industrial Estates

Sanath Nagar

Hydrabad 500 018
Telangana state

India

Tel: + 91 40 23704923
Fax: + 91 40 23704926
Email: Sangeetha. G@heterodrugs.com

This leaflet was last approved in October 2012.

Detailed information on this medicine is available on the World Health Organization (WHO)

web site: http://who.int/prequal/ .

* Trade names are not prequalified by WHO. This is under local DRA responsibility. Throughout

this WHOPAR the proprietary name is given as an example only.
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NOTICE D INFORMATION DE L'UTILISATEUR

Zidovudine solution buvable USP 50 mg/S ml

\euillez lire attentisement cette notice avantque votre enfant commence a prendre ce medicament.
Gardezcettenotiee. Vous pourriezavoirbesomn de larehire
S1vous avezd'autres questions, mterrogez e médecn ou je pharmacien

Cemédicament a ¢t¢ personncelicment preserita votre entunt, Ne fe donnez pas ad'autres personnes. Hpourrait feur étre nocif, méme st
leurs symptomes sontidentiques a ceux de votre enfant

St 'un des effets indesirables devient grave au st vous remarguez tout effet indesiruble nonmentionng dans cette notice, parie z-n au
medecin ouaupharmacien.

Dans cette notice :

1. Qulest-ce que Zidovudine solution buvable USP 50 myg 5 mi et dans quel cas est-1lutilisé

2. Quellessont lesinformations & connaitre avant que votre enfant prenne Zdovudine solution buvable USP S0mg/Smi

3. Comment donner Zidovudine sotution buvable USP S0 myg Smi

4. Quelssont les effets indé sirables eventuels

5. Comment conserver Zidovudime solution buvable USP SUmg Smi

6. Informations suppi¢mentares

L QUEST-CEQUEZIDOVUDINESOLUTION BUVABLE USP30mg/Sml ET DANS QUELCAS EST-1L UTILISE

Zidovudme solution buvable USP 30 mg'S ml, qui contient une substance active appelée zidovudine, appartient & un groupe de
médicaments antiviraux Appcéuum/mm« s nucléosidiques inhibiteurs de la ranseriptase imverse (INT. Ces medicaments sont utilises
pourtraiter intection par le virus de Nimmunodéficience humane (VIH)

Zidovudine solution buvabie USP S0 mg/S miestutilisé:
+ dansune association de tradfe ments antirétroviraux pour traster 'mfection parle VIH chezlesenfants |
«  chezles nouveau-nés et les nournissons, pour la prévention de la transmission du VIH entre la mére et entant.

Lors du tratement, la zidovudine réduit la quantite de virus dans Uorganisme de votre enfant et la maimtient & un miveau bas. Elle
augmente ¢glement fe nombre de cellules CD4L Les cellules CD4 sontun tvpe de globules blancs importants qui aident & lutter contre les
infections. Le médecin surveillera lefficacité du tmtement de vore enfant.

Zidovudme solution buvable USP 30 mg/S m! peut amcliorer 'état de sante e votre enfant mass 1f ne guérit pas Pinfection par le VIH
L'infection par ke VIH estune maladie qui se transmet par contact sanguin ( par exemple, en partageant du arguillesd'igjection) ou sexucl
avec une personne infectée.

11 n'a pas ¢t¢ démontré que le rattement par Zidovudine solution buvable USP 50 mg/S mi ¢limine le risque de ransmission de Pinfection
par le VIH a d'autres personnes par contact sexue! ou par contammation sangwne. Vous devez done contmuer & prendre des mesures
approprices pour éviter de trunsmettre ke virus a d'autres personnes.

2. QUELLES SONT LES INFORMATIONS A CONNAITRE AVANT QUE VOTRE ENFANT PRENNE ZIDOVUDINE

SOLUTION BUVABLE USP S0 mg/Sml

N'utilisez jamais Zidovudine solution buvable USP 50 mg/S mlsivotre enfant:

+  ostallergque (hypersensible) 4 la zidovudine ou a 'un des autres composants {voir rubnique 6, Ce que content Zidovudine
| solution buvable]) ;

« auntaux res bas de globules rouges (anemie séverejou de globules blanes (neutropénie ).
N'utilisez jamais Zidovudine solution buvable USP 50 mg/5S ml chezunnouveau-né présentantcertains problemes de foie:

»  certams cas daugmentaton du taux de bihirubine dans le sang thyperbilirubinémic ), une affection gui peut domner une couleur
saune d la peaude Fenfant ;

*  taux excessivement cleveés de certaines enzymes du forxe dans fe sang.
Faitesattention avec Zidovudine solution buvable USP S0 mg/S ml

Avant d'utihser ce médicament, vous devez mformer fe medecin st votre enfant est attemnt d'une maladie du fore (comme hépatite) ou
d'unc grave maladie des reins.

Trenihles sansuins

l neanémie (Luhk taux de \'lnhu.u rouges) et une neutropeénie .Lu\upum { fwrble taux de L’iuhuk \h;.am.s) peul Jans lesda b

e rromprc e truitement par Zidovudine M»hmm: buv Jb ¢ USPS0mg/5 m!, is sont p!u\ h‘gqugmnhu le
VIH estaun stade avancé et ceux gui regorvent des doses plus ¢levees de zidovudine. Des analyses desa
de contréler fes ¢ventuels probicmes. Cette réactionindésrable est peu fréquente chez les patients au
VIH, auquelcas lesamalyses de sang pourront étre ¢ flectuée smoms fréquemment.,
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icaments a laguelic appartient Zidovudine solution buvable USP S0 mg 3 miNTD peut provoquer une matadie
Lorsquiclic suni

que dans e compa, gui peatentry

nt, Macidose lactique appanait géndraicment

gondctiun

ainsi qulune augmentation du volume du foie. 1

tdune accumuintion d'aaide

appeice ac

rune deshy

-ment. Hs'a

APTOS QUUIGUYS THES

mspectiques comme des nausces, des vomissements of

i

con, e respiration protonde o mapide, une somnalence et des symptonic
re, Vacidose lactique peut. dans de rares cas,

des miaun diestonmue peuvent indiquer fe développement dune acidose lactique. Enout
entrainer une insutlisance hépatigue, une insuftisance rénale ou une hépate fatale. Cet etfet mdésrables rire muns grave est plus freguent
chez les fennes en patteulier lorsqu'dles présentent une forte surcharze pondérale. Le risque de survenue de cette atfedtion peut cgalenent
dre plus deve st vatre enfant présente une makidic du foie. Pendant le tratement par Zxdovudine solution buvable USP S0 my Sl k

medecm suntactoitement votre enfiantafin de détecter wutsigne pouvantindiquer un debutdacidose lactique

Moladie du foie

Les patients atteints dhépatite B ou C chronique traités par des agents anuretroviraux sont exposes i wi nsque aceru d'eflets indestrables
hepatigues severes et patenticllement fatals : des analyses de sang pourront done étre nec essarres pour conoler leur fonction hepatque.
Chez les patients présentant une infection chronique par Fhépatite B, le traitement ne doit pas ¢tre imterrompu sans Favis dumedecin car
cect powrrait entrainer une rechute de Ihépatie. Cette rechute peutére plus séveére stle patient estatteint d'une grave maladic du tore.

Restawration dusysteme ipnumitaire

Les penonnes presentant une miection par le VIH & un stade avaned (SIDA) ont un systeme immumitarre finble et sont plus enclins a
developper des infectons graves (infections opportunistes). Lorsque e trattement anoviral contre e VIH est debute, dunciennes
mnfections silencicuses peuvent réapparaitre, entrainantdes signes et symptome s d'mflanmnation. L'inflammagon peut étre e signe que le
coms 4 retroune sa capacité d lutter contre les infections ; ce phénomene est appelé syndrome de restauration immunitiaire. S vous
remarquez des symptomes dinfection chez votre enfant informez-en mmédatenment le medean.

;
Redisiribunion des graisses

Une diminution des graisses corporelles peut se produire chez les patients recevant de la zidovudine. Contactes fe medecin st vous
comnstatez desmoditications des graisses comporelies chez votre enfant.

Probiemes osseaw

Certains paticnts premant un traitement antirétroviral combiné peuyent développer une maladie des os appelce ostconccrose imort du
pssu osseux ). Le nsque de développer cette maladie peut étre plus éleve st le systeme immunitaire est séverement aflahi ou en cas de
consommat:on reguiicre daleool. Jusqu'a présent, cette maladie a ¢té principalement signalée chez des patients adultes. St toutetois votre
enfint ressent une ratde ur au niveau des articulations, des douleurs (en particubier dans la hanche, le genou et 'épaule) et des difficultes a
se mouvolr, prévenez le médecin,

Autres

Votre enfant devra prendre Zidovudine solution buvable USP 50 mg/'S mitous fes jours. Ce médicament arde a contrdler 'étatde sante de
votre enfunt mais 1} ne guént pas Vinfection par le VIH. Votre enfant peut contmuer i développer d'autres infectons Ginfectons
opportumistes ) et d'autres maladies associées au VIH. Vous devrez rester régulicrement en contact avee le médecin de votre enfant.
N'arrétez pas le trmitement de votre enfant sans en avoirparlé au prealablie avec ke medeem.

Prised autres médicaments

Sivote enfant prend oua pris récemment un autre médicament, y compris un médicament a base de plantes ou un médicament obtenu
sans ardonnance, pariez-en au médecin ou au pharmacien. Ces médicaments pourraient interférer avee action de la z1dovudine ou la
zdovudine pourraitinterféreravec leur action.

Zidovudine solution buvable USP S0mg/5S mine doit pas étre pris avec de la stavodine niavee de Janbavinne.

Zidovudine solution buvable USP 50 mg/S mi peut également interagir avee Facide valproique, Je fluconazole, Is methadone et le
probeénceide, aggravantalors les effets indésimables ; M'utilisation de ces médicaments ne devra étre envisa gée quiaved précaution,

La pnse de Zidovudine solution buvable USP 50 mg/5 mlenméme temps que d'autres médicaments potentiellement toxiques pour les
rems ou la moclle osseuse peut augmenter ke nsque de réactions indésirables d Zidovudme soluton buvable USP 50 mg'S mi. Ces
mdédicaments comprennent notamment la pentamidine, la dapsone, la pynméthamine, le sulfaméthoxazoke ~ mmeéthoprime,
lamphotéricme, la flucytosme, ke ganciclovir, le valganciclovir, linterféron, la vinenistne, Ia vinblastine et la doxorubicine. St votre
enfant a besoin de recevorr 'un de ces médicaments en méme temps que Zidovudine solution buvable USP 50 mg/S ml, 1l pourra alors
étre nécessaire que Je médecin surveille plus étrottement sa fonction rénale ¢t ses parametres sanguins et une réduction de la posologic
d'unou plusicurs de ces médicaments pourra ¢ventuellementétre requisce.

Zidovudine solutionbuvable USP50 mg/S mlavec des aliments et des boissons

Zidovudine solution buvable USP 30 mg/ 5 mi peut étre pnsindifiére mment au couns oucendehorsdes repas.

Grossesse

Siune grossesse est débutée ou envisagée, le médecin doit étre contacté afin de discuter des effes indésimbles potentiels amnsi que des
bénéfices et des nsques du rartementantirétroviral pour la femme enceinte et pour sonenfant.
Allaitement

Lazidovudine, substance active de ce médicament, passe dans le fait maternel.

Toute femme infectee par le VIH qui souhaitermt allaiter sonenfant dont discuter avee son médecin des
Conduite de véhicules et utilisation de machines

Aucune ¢tude n's ¢t¢ menée concemant les effets de la zidovudine sur la capacité & conduire et a un
convient de prendre en compte I'état de santé du patient et fes e llets imndésimubles ¢ventuels de la zidovud
oud'utiliser des machines. g



