Iepekian yKpaiHCbKOI0 MOBOI, ABTEHTHYHICTL AK0T0 miaTsepacna o Pecerpaniiinoro nocsiauenns
VIIOBHOBaKEHOK 0¢00010 3asiBanka (Cemenonoto 1.B.). incrpyxuii npo
3aCTOCYBAHHS JIIKApChKOro 3acody abo iHdopmaLii po 3acTocyBaHHs
JIKapChKOro 3acoly. 3aTBEP/KEHOT BIAMOBIHO 10 HOPMATHBHUX BHMOT gy // o
kpaiuu 3asBarka/Bupodunka abo kpainu, peryaTopHHi opran aKkoi
KEPYEThCS BHCOKHMM CTAHAAPTAMH JKOCTI. 11O BIANOBINAIOTL CTAHAAPTAM.,
pexkomenoBanum BOO3, ta/abo 3riiHo 3 pe3y/bTaTaMH KIiHIYHHX
DHITPOOYDBAIIL, 3aCBiIM e i MIAMHCOM YNOBHOBAKEHO! 0CO0M. 1110
BUCTYIIAE BiJ iMeH] 3asBHHKA.

o

JA=

JJUCTOK-BKJIAJUII 3 IHOOPMALICIO JIJISA ITAIIICHTA:
THOOPMAILIA 1151 KOPUCTYBAYA

3upoByaun, pozunn opaiabunii, @.CIIA, 50 mr/5 s

IpounTaiite Beck 1eii JHCTOK-BKIANNI PETEILHO, EPII HiZK BAIA INTHHA [10YHE NPHIEMATH Wi JIKH.

- 30epiraiiTe 1ei THCTOK-BKIIAININ; MOMKIIMBO. BaM JIOBEIEThHCS POYHTATH HOTO II1€ pas.

- Slkmo y Bac € axi-HeOy/1b J0AaTKOBI MATAHHS, 3BEPHITHCS 10 CBOTO JHKapsi, MEIHYHOTO NpalliBHHKA
abo (apmarnesTa.

- Ili nixku Gyno mponmcano Tinbkm Juis Baimoi gutuHu. He nepenapaiite ix iHummm. lle moxke
3alIKOUTH 1M, HABITH KO X CHMIITTOMHM Taki . SK BaIol JUTHHH.

- SIkmio sxui-Hebyab 3 mo0IuHMX eeKTiB cTae cepio3HuM, abo AKIO BH IOMITHIN OyIb-sKi MOOIYHI
ebeKTH, He ITepepaxoBaHi B JIaHOMY iHQoOpMaliifHOMY JHCTKY., Oyab jacka. MOBIJIOMTE JiKaps.
MEIHYHOTO TTpaliBHKiKa abo dapmaienTa.

V nubomy JIHCTKY-BKJIA/IHIII:

1. IIlo Take 3umoBymus, po3unt opaisauii, ®.CIIA, 50 Mr/5 Mu, i 11 HOro BiH 3aCTOCOBYEThCS
2. Ilepw Hix Bamia auTHHA npuiiMatiMe 3u10BYHH, po3unH opanbauil, O.CILA, 50 mr/5 mu

3. Sk paBartu 3unoByauH, po3unn opansHuii, @.CIIA, 50 mMr/5 ma

4. MoxmBi mobiuHl peakitii

5. 30epiranns 3ua0By1HHY, po3unHy opaibHoro, @.CIIIA, 50 mr/5 ma

6. Jlomarkosa iHdopmaris

1

1110 TAKE 3UJOBY/JIUH, PO3UYNH OPAJILHUI, ®.CIIA, 50 mr/5 ma, 1 1JI51 YOT'O
BIH 3ACTOCOBY€ThCs1
3unoByauH. po3unH opanbHui. O.CIHIA. 50 Mr/S M. skuil MICTHTH 3HJIOBYJHH B SKOCTI aKTHBHOIO
iHIpeJlieHTa, HANeXHUTh JI0 I'PYNH aHTUBIPYCHMX MpENapatiB MMl HAa3BOK HVKICO3UOHI inzibimopu
seopomnsoi mpanckpunmaszu (HI3T). Born 3acToCOBYIOThCS IS JIIKYBaHHS Bipycy IMyHOAeIIMTY
moxuan (BLJI).
3uznoByauH, po3unH opaibhuii, ®.CIA, 50 Mr/5 M1, 3acTOCOBYETHCS:
e B aHTHPETPOBIpYCHi# KoMOiHOBaHI# Tepamii wis jgikyBanus BlJI-indexuii y aitei
e Yy HOBOHAPODKEHHX 1 JIiTel paHHBOTO BiKy, /Uis npodisakTuku nepeaavi BIJI Bia matepi 10 AMTHHH.
[Ipu mikyBaHHI 3HAOBYAMH 3MEHINYE KUIBKICTB BIpYCY B Opradizmi AMTHHHM 1 yYTpHMY€ HOro Ha
HU3BKOMY piBHI. Bin Ttakoxk 36inbmye kinskicts CD4 wnimun. CD4-kIiTHHM € pi3HOBHZ O1IHX
KPOB'SSHHX KJITHH, SIKi BiIIPalOTh BaXIMBY poJib, 1100 nonomorta 6oportucs 3 iHdekiieio. Jlikap abo
MEIHYHHMI NpalliBHUK OYyAyTh KOHTPOJOBATH €()eKTHBHICTB JIIKYBaHHs Bamoi 1uTHHA.
3u10BYMH, po3unH opanbHuil, ®.CIIIA, 50 Mr/5 mi1, MOKE NOJINIINATH CTaH Ballol AUTHHHU, aje 11¢ He
3aci6 Bix BUI-indexuii. BUI-indekuis sBise coboi0 3aXBOPIOBAHHS, SIKE NIEPEAACTLCS YEpe3 KOHTAKT 3
KpOB'IO (HANpHKIaJ, CHiJbHE BHKOPHUCTAaHHS I1H'€KUIHHMX Tosok) alo mpH CTaTeBOMY KOHTaKTi 3
iH(}pIKOBaHOIO TIOIHOIO.
IMpu nikyBauui 3ui0BYAHHOM, posdnHOM opatsiuM, D.CIHA, 50 mr/5mia, ne Oyno moxkaszaHo
XOM nepeaavi

nepeaTH BIpYC 1HIITHM JTOISIM.



2. MEPUI HI’K BU JIACTE BAUIA JIMTUHI 3W/IOBY/IUH, PO3YHH OPAJIBHUI,

D.CHIA, 50 mr/5 mu
He 3acrocosyiire 3wgoyaun, posunn opaasuuii, ®.CIHIA, 50 mr/5 s, skmo Bama anruna:

. € aneprivnoio (rinepuayTiInRoI0) 10 3HI0BYHHY a00 10 Oy/1b-SKOT0 IHINOTO IHIPEIIeHTa
(. posain 6, 1o 3unoBymH, pozunt opanbauid, .CIIA, 50 Mr/50 M1, MICTHTE!
. Mae JIy’Ke HU3BKY KiTBKICTh HEPBOHHUX KPOB'SHHX TUIEIb (BaXkKa aHeMis) abo ayixKe HU3bKHM

BMICT OLITHX KPOB'SSHUX Tinelh (HeiTponeHis).
He 3acrocoByiire 3ua0By/un, posunn opaasuuii, ®.CIHIA, 50 Mr/5 M1, iKMo HOBOHAPO/KeHA
JAUTHHA MAC MeBHI NPodaIeMH 3 eUiHKO010:
. JIesIKi BHITQIKH MIABHIIEHOT KUILKOCTi Oiipydiny B Kposi (rinepbinipyOineMis), yMoBa, ska
MOJKe 3pOOUTH HIKIPY TUTHHM KOBTOIO HA BHTJISL,
. HaJMipHa KIJIBKICTh HEBHUX (HEPMEHTIB MEUIHKH B KPOBI.
JloTpumyiiTecs 0c00.IHBOT 00epekHOCTI i3 3HI0BY/IHHOM, po3ynHom opaabauM, O.CHIA, 50 mr/5 v
ITepen 3acTocyBaHHSM LMX JIKIB, BU TOBHHHI OyJIM cKa3aT JiKapesi abo MeIM4YHOMY IpPAliBHUKY,
SIKIIO Ballla AUTHHA CTPAKIAE BiJl 3aXBOPIOBAHHS IEUIHKN (HANpUKIaA renatut) abo TaKKOT HHPKOBOT
XBOpOOH.

Poznaou 3 6oky kpogsi

AHeMis (HH3bKa KiIBbKICTh YepBOHUX KPOB'SHUX KIITHH) 1 HEHTpoIeHis / nefikonenis (HU3bKa KIJIbKICTD
JIEWKOIMTIB) MOXKe BIAOYTHCS NPOTAroM 4 —6 THKHIB IHC/As 1MOYATKy JIKYBaHHS 3HI0BYAMHOM.
po3urHOM opaiabHuM, 50 Mr/5 mi. Y BakkoMy BHNQJKy Jikap ab0 MeIuuHHN NpaliBHUK MOXYThH
IPUITHHUTY JIIKYBaHHS 3M/10BY/IMHOM, po3duHOM opanbuuM, 50 mr/5 mi. Lle BindysaeTscs yacrtime y
mamiedTiB 3 misHiMu cragismu BlJ-indexuii Ta 3 O11bm BUCOKHMH J103aMH 3HI0BYIHHY. Perymsphi
aHani3zu Kposi Oyayrh oprasizoBani, 1mo0 mnepeBipuTH, uyu € mnpodiema. Ilg mobiuma peaxuis e
HEYaCTOI y HAUI€HTIB 3 PAHHBOK CTAAIEI0 3aXBOPIOBAHHS, 1 aHali3W KPOBI MOKYTb IPOBOJHTHCS
pime.

Jaxmoayuoos

Kunac 7ikiB, 10 SIKOro HaleKuTh 3MA0BYIAMH, po3zunH opainbHuit, ®.CIIA, 50 mr/5 mu, (HI3T), moxe
BHKJIMKATH CTaH, KMl HA3MBA€TBhCA JAKTOALMIO3, pazoM 31 30uiblueHHSM nedinkn. Jlakroannmios,
SKIO 1€ BIAOYBAETHCS, SIK PABHIIO, PO3BHBAETRCS MICHs AEKIIBKOX MicsiliB nikyBaHHs. JlakToanuio3
— 1€ HAKONMWYEHHS MOJIOYHOI KHCJIOTH B OpraHi3mi, 10 MOJKe BHKJIHMKATH 3HEBOIHEHHs 1 KOMY.
['mboke, MBHU/IKE JUXaHHS, COHIUBICTh, HecneH(iuHi CHMITTOMH, Taki sk Hy10Ta, OimoBanHs 1 60711 B
AKUBOTI, MOXKYTh BKa3yBaTH Ha PO3BHTOK MOJIOYHOKHCIIOrO anuao3y. KpiM Toro, nakroaimaos Moxe
OPUBECTH JI0 PUIKICHUX BHIAIKIB I1€49iHKOBOI HEJIOCTATHOCTI, HHUPKOBOI HEAOCTaTHOCTI abo
cMmepTenkHOTO renatuTy. Ll pijakicHa, ane cepifozHa mobiuHa peakilis yacTile 3yCTPIvacThes v KIHOK,
0coOJIMBO SIKIIO Jy)Ke HaaMipHa Bara. SIKIIO y JMTHHH € 3aXBOPIOBaHHs Me4iHKM, BiH abo BoHa
MOXYTb OYTH Takok OLIBII CXHJIBHHMH /10 PH3HKY OTpPHMaHHA mporo crany. Ilinx uwac mpuiiomy
3umoByuny, po3unnHy opaibHoro, ®.CIIA, 50 mr/5 ma, mikap abo MenuuHHN IpamiBHHK Oyje
YBAXKHO CTEXHTH 3a BALIOI JAMTHHOIO CTOCOBHO Oy/b-AKHX O3HAK, IO Y HLoro abo Hel Moike
PO3BHBATUCS JTAKTOALUI03.

3axeoproéanns nevinku

[TarienTn 3 XpoHiyauM renatutoMm B abo C, sgki JIKyIOTBCS AHTHPETPOBIPYCHHMH IIperapaTaMH,
MalOTh IIJABHIIEHUI PU3MK BakKHMX 1 NOTEHUIHHO ¢aranbHuX noOiuHuX edekTiB 3 OOKy NediHKH, I
MOXYTh 3HAZIOOUTHCA aHANI3H KPOBI U1t KOHTPOIIO (DYHKIIT MediHKH.

V naiieHTiB 3 XpOHIYHMM renatutoM B nikyBaHHS He MOBHHHO OyTH 3ynuHeHO Oe3 BKa3iBOK JiKaps
abo MeIMYHOro NpaiiBHAKA, OCKIILKH BIH ab0 BOHA MOXKYTH MAaTH pellM B renatuty. Llell peunaus
Moxke 6yTH Oibll cepiHOo3HIUMM, AKINO MALIEHT Ma€e cepio3He 3aXBOPIOBAHHS TTEYIHKH.

Peaxmueayis imynnoi cucmemu =5 Y
Jlromm 3 Tskkor0 BlJI-indexuicio (CHI/) mMaroTes cnabky iMYHHY CHCTEM g d%}\élmxonum

cepiio3nl iHdexuii (onoprynicTuyHi iH(ekil). Ha moyaTky jIiKyBaHHS : W‘E?’ \(p
nporu BUI crapi, npuxosaHi iHQeKUii cnanaxyiTh, BUKIMKAIOYH 03 {aKu 1%@1\1 A

3amajieHHsi MOXKe O3HA4YaTH NMOBEPHEHHS 31aTHOCTI Opranizmy 60poTH &\JWMFIEEJE Ha3jBacThCs
D\ enmpinay




CHHJPOM IMYHHOTO BiZIHOBICHHS. SIKIIO BH MOMITHIN OY/b-1Ki CHMITOMH IH(EKIT Y BAIIOI INTHHA.
Oy/Ib J1acKa, OBLJIOMTE 1IPO I1€ JTiKapst ad0 MEMYHOTO MpalliBHHKaA HeraiHo.

Poznooin dcupy
BTparta JKMpOBHX BIAKIQJeHb Ha TiAi MOXKe BHHHKHYTH Y MAli€HTIB, fKi OTPUMYIOTH 3HJIOBYJIHH.

3BepHiThCs 110 Jikaps a00 MEAMYHOTO [MpaliBHUKA, SKIO BH HOMITHIM 3MIHA Y JKHPOBHX
BUIKJIQJICHHSX Ha T BalIOl JIHTHHH.

Ilpobaemu 3 xicmramu

V JeSKHX TalieHTiB A uyac KoMOIHOBaHOI AHTHPETPOBIPYCHOI Tepailil MOXKe PO3BHHYTHCS
3aXBOPIOBAHHS KICTOK, AK€ HA3MBAETLCH OCTEOHEKPO3 (CMEPTh KICTKOBOI TKaHMHM). PH3UK PO3BATKY
ILOTO 3aXBOPIOBaHHS MoOKe OyTH BHINE, SKIIO IMYHHa CHCTeMa CHIbHO ocrnabjieHa, abo T1pH
peryJsipHoMy BKHBaHHI ankoromo. J{o cux mip e 3axBopropaHHs 6yJ10 3apeeCTPOBAHO B OCHOBHOMY Y
aopociux. Ipote, sKIIo Bama AMTHHA CTPAKIAE BiJl HEPYXOMOCTI cyriobis, 60/mo (0co0IMBO CTETHAE,
KoJiHa i ieya) i TpyaHou B pyci, indopmyiite nikaps abo MeIMYHOTO NpalliBHEKAE.

Tnwe

Bama nutuna nosunna Oyjie npuiiMatu 3ua0ByanH, posund opaabuuii, ®.CHIA, 50 Mr/5 mui, KoxeH
nenb. 1i miku onomaraioTh KOHTPOTIOBATH CTaH BAIIOl MTHHA, ale 1e He 3acid sia BlI-indexmi. V
BaIol MTHHM MOKYTb [IPOJIOBKYBATH PO3BUBATHCH 1HIII 1H(EKIIT (onopTyHicTHYHI iH(eKILT) Ta iHmi
3axpopiosanns, nos'szani 3 BUI-indexnicio. Bu moBurHI 6yTH B MOCTIHHOMY KOHTaKTi 3 JKapeM
Bamoi AuTMHM abo MeauuyHMM mpauiBaukom. He mnpurnmusiite nasatd 1ikd Bamid anTuni 0e3
rornepeHbLoI PO3MOBH 3 JiKapeM ab0 MeIMYHUM MPaIliBHUKOM.

IIpuiiom iHmux Jikis

Poskaskith JiKapio, MEIHYHOMY INpaiiBHUKY abo QapmaleBTy. SKIIO Balla JMTHHA NpuiiMacte ado
HEIOIaBHO NpHitMaii Oy Ib-SKi 1HIT KA, BKITFOYArO4H POCIHHHI JIIKAapehKi 3aco0u 1 ik Oe3 penenta.
Bonu MOXKYTh BINIMHYTH Ha IO 3HI0BYANHY, 200 3UI0BYIHH MOJKE BILIMHYTH Ha X J110.

3uoByuH, poszunH opanbhuii, ®.CIIA, 50 mr/5 M, He ciig npuiiMaTé Hi 31 CTaBYJIMHOM, Hi 3
prOaBIpHHOM.

3unosyuH, pozunn opaishuid, @.CIIA, 50 Mr/5 mu, MokKe TakoXK B3acMOJIIATH 3 BalbIIPOEBOIO
KMCJIOTOIO, (DIIYKOHA30JI0M, METaZoHOM 1 mpoOeHenuaoM, moripuryroud moOiunl  edextH; IX
BHUKOPHCTAHHS TOBHHHO OYTH PeTesIbHO MIPOJIYyMaHo.

Tpuiiom 3upoByauny, pozunny opaistoro, ®.CIIA, 50 Mr/5 mi, B Toif e dac, K 1 IHIIKX JIKIB, gKi €
MOTEHIIHHO TOKCHYHHMH JUIsi HMUPOK af0 KICTKOBOIO MO3KY MO 30UIBIIMTH PH3UK PO3BUTKY
nobiunux peakiiii Ha 3uosyauH, pozunH opansamii, ®.CIIA, 50 mr/5 mi. Taxi mgikapeski 3acobu
BKIIOYAlOTh B ceOe, HANpHKI4j, T[EHTaMiJIMH, JaliCOH, MipUMeTaMiH. cyibdaMeTokcason +
TPUMETONPUM, aM(pOTEpHIINH, (JIYLNTO3UH, FAHIMKIOBIP, BAITAHINKIOBIP, iIHTEp(EpPOH, BIHKPHCTHH,
BinOiactua i jokcopybinmu. SIkmo Bama autMHa noTpedye Oyap-sKOro 3 LUX Ipenapartis i3
3uI0BYIMHOM, PO3YMHOM OpaibHEM, S0 MI/5 MII, JTiKapio MOKe 3HaHOONTHCS OiTbII YBaKHO CTEKHTH
3a iforo abo il QyHKIiAMHM KpoBi i napameTpaMH HHPOK 1, IpH HeoOXIAHOCTI, 103y OAHOro ado
MEKUILKOX MpenapaTiB Moxke OyTH 3HHKEHO.

[puiiom 3ua0ByHHY, PO3UHHY 0paabHOro, S0 MI/5 mul, 3 IKel0 i HANIOIMH
3u/10BytH, po3urH opanbhuii, ©.CIIIA, 50 mr/5 M, MoskHa npuiimMaTy 3 ixero ado 0es.

BariTnictb

SIkmo KiHKa cTae BariTHOIXO, abo IUIaHy€ 3aBariTHiTH, BOHA NMOBHHHA 3BEPHYTHCS 0 Jikaps abo
MEIMYHOTO MpaliBHUKA, 00 OOrOBOPHTH MOXIMBI HECHPHATINBI eeKTH, NepeBard 1 pH3HKH
AHTHPETPOBIPYCHOT Tepaii JuIst BariTHOI KIHKH 1 11 AMTHHH.

["ogyBanHs rpyuiio
3uI0BY/IMH, AKTHBHUI IHIPEIEHT IIHX JIKIB, BUSBISIETHCS B TPYIHOMY MOJIOLIL.

JKinka 3 BIJI, sixa Xove royBaTi rpyJbMHU CBOKO JUTHHY, TIOBHHHA 00IOBOPHT, Ku;fif\,ﬁ%rgnw g
CBOIM J1iKapeM ab0 MeJIUYHHM IPaIlIBHHKOM. . TN
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KepyBanust TpancinopTHHMH 3ac00aMH | BHKOPHCTAHHSA aBTOMATH30BAHHX CHCTEM

YKo mux 10CHipKeHs NPO BIUTMB 3WAOBYAMHY HA 3aTHICTH KePyBaTH TPAHCHOPTHHMH 3ac00aMH |
BUKOPUCTOBYBATH aBTOMATH30BaHi CHCTeMM He npoBoamiock. Ilpore, caix Opatn 10 yparu crau
3J0POB'A JNOJMHE 1 MOKINBI 10GiuHi eeKTH 3MAOBYAMHY, IepHl Hik PO3IJIsSAaTH BOJIHHS abo
BUKOPUCTAHHS dBTOMATH30BAHUX CHCTEM.

3. SIK IPUUMATH 3uaoByauH, pozuns opaasumii, ®.CIIA, 50 mr/5 ma

J_—l.ﬁﬂ NEpopajibHOIo 3aCTOCYBAHHA.

Tepanist nopunHa GyTH NIpUIHCAHa JliKapeM al0 MEMYHUM NPALIBHUKOM, SKHIT Ma€ 0CBiJl TIKyBaHHs
BIJI-1 in¢exmii.

PexkoMenoBane 103yBAHHS B 3aJI€KHOCTI BiJl Macu Tijia Juist AiTeii crapme 6 THXRHIB

Jianaszon macu (Kr)

Jlo3a

3-59«kr 6 MJ1 AB1Yl HA JIEHD
6—-99kr 9 M1 1Bi1Yl HA J€Hb
10 —13.9 xr 12 Mo JiBi4i HA JAEHB

Jloza s npodiaakraxn Tpanemicii BLJI Bix marepi 1o amraau (MAT)*
[lounnatn nporsrom 12 rojuMH Nicis HApOUKEHHS 1 MPOJOBKYBaTH 70 O-THIKHEBOTO BIKY, B
3aUIeKHOCTI BiJI HAILIOHATBHUX PEKOMEHIAllii.

PexomenioBane 103yBAHHS B 32J1€;KHOCTI Bijl MacH Tijaa 1as aiTei
Bi/l HAPO/ZKEHHS /10 6-THKHEBOI0 BIKY *

Maca Tisa npu Hapoukenni 2000-2499 r 1 mur (10 mr) 114l Ha JA€Hb

Maca rina npu HapopKeHHi nonan 2500 r 1.5 mat (15 mr) BiYil HA J€HB

* HoBoHapo UKeHi 3 MO0 MAcoIo Tijla MOBHHHI OTPUMYBATH MI/KI JI03YBaHHS.
BOO3 npononye 4 mr/kr koxHi 12 rojans.

Uepes HeBenmKi 06°¢MHM HEOOXIJHOrO PO3YMHY OPAIBHOrO, CIJI JOTPHMYBATHCS OOEPEKHOCTI IpH
PO3paxyHKy HEOHATAILHUX J103.

3apxkau AaBaiite Bamiil quTHHI 3ua0BYAMH, po3urH opanbHEil, O.CILIA, 50 Mr/5 M1, TOYHO TaK, K
gikap a0 MeAMYHHMH NpaliBHEK NponMcaB BaM. BH IOBHHHI IEpEeBIPUTH 3 JIKapeM, MeIHYHUM
npauiBHUKOM 260 (apManeBToM, SKIIO BH He BIIEBHEHI.

Jlist jgiTeii 3 Macoro Tina 14 xr abo Giiblne, mUNTKIB 1 TOPOCITHX JOCTYIIHI iHII JiKapchKi 3acobu 3
GIIBIIOI0 KiNBKICTIO 3MAOBYAMHY. Byib Jjacka, JMBITBCS JIMCTKU-BKJIAAWI 3 IH(opMauieio ams
naiieHTa X IpoayKTIB.

3un0ByauH, po3uuH opanbHuit, @.CIIA, 50 Mr/5 M, MoxkHa npuiiMaTy 3 ket abo Oes.

Tucmpyxuia ona 3acmocyeannn

HImpuit U1g nepopaibHOro J03yBaHHS PA30M 3 KaHIOJIECKO HAAK0ThCS.

Po3umn MicTaTh 10 MT 3HI0BYIHHY Ha 1 ML

1. Kpuimky sk noTpibHo 3HATH 1 30epiraTi y HajliiHOMY MicCIli.

2. KaHiomo BCTABUTH Y IIIAIIKY, TAKAM YHHOM, 11100 11 KpHIIKa TOMICTHIIACH Y TOPJIO MJISIIKH.

3.  IliactukoBuii KOpIyc KaaiOpoBaHOTO IINPHLA BHAAISETHCS 1 IITPHIL BCTABISETHCS Y KAHIOMIO.

4 [Ipuil BAKOPUCTOBYETHCS JUTS BHTATYBaHHSA HeoOXi/iHOro 00'eMy cyciensii (K nponucano
fikapem), 3abe3neuyioun MpH bOMY, 00 HisKi BETHKI ITy3Upi He 3'SBISIHCH Y TIITPHILL.

5. Jlo3y mnoTiM BBOZATH [0 pOTa AMTHHH 3 KiHYMKA KaHIONI TNPOTH IMOKH JUTHHH, TOBLILHO
HATHCKAIOYM Ha MOpIIEeHb, Aal04d 4Yac NPOKOBTHYTH. He THCHITH 3aHaaTo cHibHO abo He

BIIOPCKYHTE B 3a/IHIO YaCTHHY IopJia, 00 YHUKHYTH 3az[y1ueHHﬂ /a * "“}: AN
s} -
6. l]_lnpuu | KQHFOJIIO CJIIJI PETEIbHO BUMHUTH YHCTOKO BOJIOIO 1 JIaTH BUCOXHY/ it OHH I10B OyTH
MOBHICTIO CYXHMH Tepe/l IOBTOPHUM BHKOPHCTAHHSIM. 5/ «JETEPO \%
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7. 1lii1bHO 3aKpHUITE MISAIIKY KPHILKO.
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SIkmo npuitnsam oiabme 3ugoByanny, posauny opaasnoro, ®.CIIA, 50 mr/5 mi, HiZk 1oTpidHo
Slkmo Bama jamTuHA npuilHsaa 3aHaaro Oarato 3WIoBYAMHY. po3unHy opanbHoro, @.CIIA,
50 mr/3 mi1, abo gKI10 XTOCH BHIAJKOBO NIPOKOBTHYB 1€, Hemae Oesnocepennboi 3arposu. [Ipore, pam
CIIiZL 3BEPHYTHCS JI0 JIKaps. MEAMYHOro npaiiBHuka abo A0 HalOIMKYIOro BiUIJICHHS HEBIIKIAIHOI
JIOTIOMOTH JIIKapHi JUTS MOJATBITAX KOHCYIIhTAIIii.

Sxmo 3a0yam npuitnsru 3uaoByauH, posunn opanabumii, @.CIHIA, 50 mr/5 ma

Slkmo Bama JWTHHA BHNAJKOBO MNPONYCTHIA JIO3Yy 1 BH TOMITHIH [POTAroM 6 TOJHH TIicis
IPONYIIEHOT 103H, Jal0Th NPOIYIIEHY 103y AKoMora msuame. Jlalite HACTYIHY 103y, SK NPaBHIbLHO
3ar1aHOBaHO. SIKIO BM MOMITHIIN [MI3HIIIE, HIK Yepe3 6 TOAuH MICs HPOIYyLIEHOT 1034, MOTIM TLILKH
JIal0Th HOPMANBHY JI03Y. KOJIM O4iKyeTbes HacTynHa Jjo3a. He papafite noasiiiny no3y, mo6
KOMIIEHCYBATH NPONYIIEHY IHAMBIIYAIbHY J03Y.

SAxmo y Bac € sxi-neOy/b J07aTKOBI IIMTAHHS 11010 3aCTOCYBAaHHS JIAHOTO TPOJYKTY. 3BEPHITHCS /10
JiKaps, MEIMYHOTo npauiBHuka abo papmariieBra.

4.  MOKJIMBI TOBIYHI EGEKTHU

Sk 1 Bel mikapebki 3acobu, 3umoByauH, posunH opanbHuit, O.CILA, 50 mMr/5 M, MoxKe BHKIHKATH
nobiuni edexTH, Xoua i He y Beix. [Tpn nikyBanni BIJI-indekuii He 3aBx/am MOKIUBO JUEepeHIiIOBATH
Hebaxkanl epexTy, BUKIUKaH] 3uga0BYyAMHOM, po3ynHoM opanbHuM, O.CIIA, 50 mr/5 ma, abo Ti, ski
BUKJIMKaH1 Oy/b-SIKHMH IHIIMMH JIIKaMH, SKI Bama JAUTHHA MOJXKe IpHiMaTy B TOH e yac, abo BlJI-
3aXBOPIOBaHHAM. 3 1i€i NPHYHHA BaXIMBO, 00 BH MOBLIOMMIIHA JKaps abo MeAHYHOTrO NpaliBHHKA
npo OyAb-5IK1 3MIHU Yy 310poB'T BaIOi AUTHHU.

Haiiblipm cepiiozni nmoOiuni peakilii BKIIOHAIOTH aHEMil0 (HM3bKY KUIBKICTH YEPBOHMX KpPOB'STHHX
KJITHH), @ TAaKOK HU3LKHNA BMICT O1IMX KpOB'SHUX TLIelb. BOHH wacTiie 3yCcTpiyaroThes y MareHTiB 3
nizHiMH ctajismu BlI-indexuii.

Anemist He Oyna cepiO3HOIO TMij Yac BHKOPHUCTaHHS 3MAOBYAMHY, po3umHy opaibHoro, @.CIIIA,
50 mr/5 mut juist ipodinakTuky nepeaayi BIJI Bij matepi 10 THTHHH.

Kpim TOro, 3m10BY/IHH MOXKE NPHBECTH JO BTPATH JKHPY B OpraHizmi, ocoOIMBO B pyKax, HOTax i
o0myui.

Hyance yacmo nosinomsienumu (Oinbmie, HiX 1 3 xoxkuux 10 namieHTtiB) nobGiyHuMH edekTamu €
roI0BHUH Olb 1 HyAOTA.

Yacmo mnosijomiesuMu  (Oinbme, HiK 1 3 koxkaux 100 namieHTtiB) nobiunuMu edexktamu €
3anamopoueHHs., OroBoTa, NpoHoc, 0om B JKHBOTI. 601 B M'A3aX, 3HHIKEHHS YEPBOHMX KPOB'SHHX
KIUTHH  (aHemis). 3HMKeHHs OlImMX KpoB'sHMX KiiTMH (JICHKOIIGHIs, HeifTporieHis) 1 TuM4Yacose
30iIb1ICHHS EYIHKOBHX (pepMeHTIB i 6imipyOiny B KPOBi.

Hactynui mo0iuni epextu € nevacmumu (mix 1 ma 1000 i 1 ma 100 namieHTiB): MeTeOpH3M, BIAUYTTH
3aJMIIKY, MIKIPHUH BUCHI, 3aralbHHil Oinb, cnabKicTh, TMXOMaHKA, 3HM)KCHHS TPOMOOLUTIB KpOBI
(TpombouMTOnEH ) ado BCIX KJIITHH KPOBI (MAHIUTOIICHIA) 1 pO3JIajid M'A30BOT TKAaHUHM (MIomaTis).
Pioxo nosigomisinocs (Bix 1 na 10 000 no 1 na 1000 nauienTiB) mpo TpHBOrH, Jerpecii, 6e3coHHS,
HEMOXKIIMBICTE 30CEPEMTHCS, MOYYTTS COHJIMBOCTI, IOKOIIOBAHHS ILIKIPH, (UIMHIBKH 1 TOJKHY),
Kallejlb, BTpaTy amneTHTy, IOPYIICHHS CMakKy, po3Jajl LUIYHKA, 3alajJeHHs MiIIITYHKOBOI 3aJ031
(mankpeatut), 6inb y rpyasax, XBopoOy cepueBoro m'ssa, cyAoMH (KOHBYIILCIT), MIrMEHTAIIIO HIITIB i
HIKIpH, 3MIHY KOJLOpPY Ha BHYTPIIIHIA Y9aCcTHHI poTa, KPONHMB'SHKA, 03HOO, MITIHMBICTH, 301IBINEHHS
rpyzieii y 4OJIOBIKIB, HAKOTIMYCHHS JKUPY B IEHIHII, He3JaTHICTh BUPOOISTH HOBI YEPBOHI KIITHHH
KPOBI (aHEMiI0 epUTPOIHTIB) i 301/IbIIEHHs YACTOTH CEYOBHUITYCKAHHS.

Kpim Toro, pioxo moBiIOMISIIOCS PO BHIIAAKH CTaHY, SKHIl HA3MBAECTLCS JIAKTOAINA03 (HAKOIHYEHHS
MOJIOYHOI KHCIOTH B OPraHi3Mi, IO MOXKe NPHBECTH H0 O0E3BOJAHEHHS i KOMH) Y HAUI€HTIB, SKi
NpUHMalOTh 3UA0BYAHH. | 1nboKe. mIBHAKE JMXaHHS, COHJIMBICTH, HECTCHM(IYHI CHMIITOMH, TaKi sK
Hyj0Ta, OmoBanHs 1 60111 B JKHBOTI, MOJKYTh BKa3yBaTH Ha PO3BUTOK MOJIOY
Lyace pioko noBinomiasinocsk (Merme 1 ga 10 000 narienTis) mpo nopyrgiy.
KJITHH KPOBI (aIjacTHYHA aHeMist).

\ niMiTElb
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Hacmynni nobiuni eghexmu 6unuxaomp 3 4acmomaoio, Aka Hegiooma:

3uI0BY/IMH Ta IHII AHTHPETPOBIPYCHI IIPENapaT MOKYTh BUKIAKATH 3MiHK B Gopmi Tina yepes 3Minu
B o310 Kupy. BoHH MOKYTH BKIIOYATH B cebe BTpary KUpY 3 HIr, pyK 1 00nmyud, 30U1b1IICHHS
JKUpY B 00nacTi yepeBa (3KMBOTA) 1 HABKOJIO BHYTPILIHIX OpraHiB, 30UIbIICHHS IPYJICH 1 KHPOBHX
IPYZIOYOK Ha 3ajiHiii vacTuni mwmi («rop® OyitBonay). ITpuumHa Ta AOBIOCTPOKOBI HACIIAKH JUls
3J0POB'S IHX YMOB HE BIZIOMI B 1ie# yac.

KombiHoBaHa aHTHpETPOBIpYCHA Tepallis MOKe TAKOXK BHKJIMKATH TinepiinijiemMito (3011bIenHs Kupis
B KPOBI). IJIBULIEHHS PIBHS IYKPY B KPOBI 1 PE3HCTEHTHICTH /10 1HCYIIIHY.

KpiM TOro, ocreoHekpo3 (cMepTh KiCTKOBOI TKAHWHHM) 1 CHHIPOM BIJIHOBJIEHHS IMyHiTery OyI0
3apeECTPOBAHO Y MAIICHTIB, 0 NPHHMAIOTh KOMOIHOBAHY aHTHPETPOBIPYCHY T€paniio (JIMB. po3ii 2).
SIkmo skui-HeOyab 3 noO0IYHUX eeKTiB cTae cepiHo3HMM, abo SKIIO BH MOMITHIH OyIb-sKi 1o014HI
edexT, He mnepepaxoBaHi B JaHOMYy iH(opmaniiHOMy JHMCTKY, Oyab Jacka, TOBIJIOMTE JiKaps.,
MeJIM4HOro nparisHuka abo ¢apmarnenra sKkoMora HIBHIIIE.

5.  3BEPII'AHHS 3UWJOBY/IHHY, PO3UUHY OPAJIBHOI'O, ®.CIIA, 50 mr/5 ma

30epiraT 1103a 30HOIO YBar# i A0CSHKHOCTI JiTei.

He 36epiratu Bume 25 °C. 36epirati B OpuriHaibHii yIiakoBLi.

He 3actocosyiite 3umoByaus, pozuus opaibuuii, ®.CIIA, 50 mr/5 mui, micis 3akiHYeHHs TEPMIHY
npuaarnocti (Tpu.). 3a3HaueHoro Ha etukeTiii. TepMiH NPHAaTHOCTI BIAHOCHTBLCS /10 OCTAHHLOTO JHA
TOTO MICSIISL.

He 3actocoByiite 3unoByuH, po3unt opainbuuil, ®.CIITA, 50 Mr/5 M. SKIIO BH NOMITHIIH. 110 JHKH
3MIHHIIH KOJIp.

He pBukunadTe Oyab-ski Iiku depe3 crigni Boau abo modyToBl BIAXoaW. 3anuraiite Batmoro
¢dapmaneBra, sk BHKMHYTH JiKkH, siki Bu Oinbine He Bukopucropyere. Lli 3axomm JX0mOMOKYTH
3aXHCTUTH HABKOJHIIIHE CEPE/IOBHILE.

6. JOJATKOBA IH®OPMAIIISA

o micTuTe 3uaosyaun, posunn opaasunii, ®.CIHIA, 50 mr/5 ma

AKTHBHUM IHIPEIIEHTOM 3HJ0BYMHY, po34yuHy opanbHoro, @.CHIA, 50 mMr/5 mil, € 3110BY/MH.
[HIIMME 1HIpeli€HTaMH € KHCIIoTa JHMOHHA 0e3BOjHA, IUIiLepMH, BOJA OYMINEHA, HATpiO OeHsoar,
apoMaTH3aTop MOJYHHYHHH 1 IYKPO3a.

Skuii Mac Burasa 3uaoByauH, po3uns opaabuuii, ®.CIIA, 50 mr/5 mu, | BMicT yHakoBKH
3unoByauH, po3und opanbHui, @.CIIA, 50 mr/5 mua —ue npozopuii, Bin 6e30apBHOro 10 CBITIIO-
JKOBTOTO KOJBOPY PO3YHH 3 NOJYHHYHHM 3anaxoM, skuil mictuth 50 MIT aKTHBHOTO IHIPEMIEHTY
3UA0BYAMHY B KOKHUX S M. Bin nmocrasnsietsest y 250-mi1 (i1akoHi 3 TOTEeTHIEHY BUCOKOT MIIBHOCTI
(sxuii MicTuTh 240 M1 pO34MHY) 1 CYNPOBOJUKYETBCS 10-MII 1ONINPONiNIEHOBUM KamiOpoBaHUM
HIIPUIOM JIJIs1 OPATBHOTO J03yBaHHS, @ TAKOK 1,5 MIT 103YI0YMM IIITPUHIIOM.

[MocravyannLuuk

['etepo JIa63 Jlimiten

7-2-A2, I'erepo KopriopeHt
[nnacrpian Ecreiite

Canat Harap

Xaiinepaban 500 018

Tenanrana creit

Iumis

Ten: + 914023704923

Qakc: + 91 40 23704926

e-mail: contact@heterodrugs.com

Bupobnuk

I'erepo JIad3 JlimiTe 1

Onirt — 111

#22-1101J1A

Jxunmmerna

Xaiinepaban 500 055
Tenanrana creiir

Inais

Ten: 19140230961 71!?';
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Jlatuncbka AMepuka

Im’si: Mc. Tepana [Majpkanxap

Anpeca: Bepuon Texnonoypkuc Jlimiten
7 Pamutoran Jlpaiis Jlamapi Xi,

Canrpe I'panne. Tpunigan 1 Tobaro.
Ten: 868 691 0173

Dakc: 868 668 7741.

Email: tswana.gajadhar@vtl-trin.com

THJ1LA

Im'si: Mp. M.Cpinisac Pesuil
Anpeca:

I'erepo Jla63 Jlimiten
7-2-A2, I'erepo Kopnopeiit
Innactpian Ecreiite

Canat Harap

Xaiinepabazn 500 018
Tenanrana creir

[Hmis

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

Jlns orpuManns 6y Ib-1Kk0i iHdopMartii mpo ueit nikapebkuii 3aci, 6y/1b j1acka. 3BepHITHCS 10
MICIIEBOrO NpeICTaBHUKA MTOCTA4aIbHUKA.

[TiBnenna Adpuka

Ims: Kesin Mynaneit, I'onosa IliBaenno-
AQpPHKaHCHKOT J1iSIbHOCTL.

AJjpeca:

Jlxun Iapk Yambepe, 252 JIxun Apetio,
Llentypion, bisutinr 6, OniT 19.

Ten: +27 (0) 12 644 21 20

Dakc: +27 (0) 12 644 1564

Email: kevin@heterodrugs.com

IHJ11A

Im's: Mcec. I'.Canrira.
Anpeca:

["'erepo Jlab63 Jlimiten
7-2-A2, I'erepo KoprniopeiT
Inacrpian Ecteiitce

Canar Harap

Xaiinepabazn 500 018
Tenanrana creir

[ris

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

Ieii mpeToRk-BRIAINII OYJ10 BOCTAHHE 3aTBEP/IKeH0 Y KoBTHI 2012,

Jleranpna iHdopmaiis mpo med dikapeskuii 3acid jgocrynHa Ha Beb-caiiti BeecBiTHBOT
oprasizauii oxoponu 3a0pos'st (BOO3): http://who.int/prequal/ .

* ToproeenbHa Ha3pa He € npekpadidikosana BOO3. lle Bianorizae MiCUEBHM pPeryisTOPHHAM
BuMoram. IIpoTarom 1BOro 3BiTy Ha3Ba HABOJUTHLCS JIHLIE K MPUKIAJL.

*
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IHeTpyKuis npo 3acTocyBanHHs NiKapchkoro sacody abo indopmauis  Jlo PeecTpaniitHoro nocBixuenus

1npo '33C'I't)C}’B'lHHS{ Jli]{a ChHROI'O '5(1006}’, JaTBEPKEHA 3l'i.-1110 3 -
P : P R N L/ASL2198 Jor/of
i /

HOPMAaTHBHUMHM BHMOramu Kpainw 3aspnuka/BupoOhuka abo

. - . i
Kpailii,  peryisTopHHiA —opraH  AKOi  KepyeTbes  BUCOKHMM gin /7 0_{0&9/\92
CTaHiapramMu AKOCTIL, 1o BIAMOBIAAIOTL CTanaapram.

pa ‘ o (=]
pexkomenaosannm BOO3, ta/abo 3rijiHO 3 pe3y/ibTaTaMu KIHHIYHUX N = i()

BUIIpoOYBaHb, BHK/IAJ€HAa MOBOK) BIAMNOBIAHO 10 BHMOT 1100
MOBM, BH3HaueHHX a03alloM JIpVIHM YacTUHHM TpeThoi ctatti 26
3akony Ykpainu «lIpo 3acanu sepKaBHOT MOBHOT HOIITHKMY

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

(S

. Before your child takes Zidovudine Oral Solution USP 50 mg/5 ml
3. How to give Zidovudine Oral Solution USP 50 mg/5 ml

4. Possible side effects

. Storing Zidovudine Oral Solution USP 50 mg/5 ml

6. 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 (NRT]Is). These are used to treat human immunodeficiency virus (HI'V) infection.

Zidovudine Oral Solution USP 50 mg/5 ml is used:

e in antiretroviral combination therapy for the treatment of HIV infection in children

wn

¢ 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 (forexemsple, by sharing
. . - - - . - - N .“‘\

injection needles) or by sexual contact with an infected individual. g e

Treatment with Zidovudine Oral Solution USP 50 mg/5 ml has not been &
of passing HIV infection on to others by sexual contact or by blood trats el
continue to take appropriate precautions to avoid giving the virus to othegs!



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 immun
pick up serious infections (opportunistic infection). On starting tre
against HIV, old, hidden infections flare up causing signs and f¥hptSn
inflammation may mark a return of the body’s ability to fight o it é i iCcatled immune

2



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

[f 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.

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

3to5.9ke 6 ml twice daily

61099 ke 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.

2

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.

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. ~ ____

W

cheek, by slowly pushing the plunger, allowing time to swallo
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_gell 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/5 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/5ml 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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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 S0 mg/S ml*

Veuilles lire attentis cment cotte notice ayantgue sotre enfant commenc e prendre ce medicament.
tardezcetenotice Vouspoumiezasoirbesonde lareine
S1vous gvezdiutres questions, mterroges le medecin o Je phannuscien

Cemedicament @ éte personnellenent preserita vore entint. Ne le donnes pas ad'autres personnes, pourrast leur etre noctf meme <1
curs svmpomes sont sdenngues s ecuy de votre enfant

Sil'un des effets indesimbles devient grave ou st vous remargues tout etfen indesimble nonmentionné dans Cette notice. parie 2-cn uu

medecin ouaupharmacien

Dans cette notice :

1. Queste que Zidovadine solution buvable USP 8 my S ml et duns quel cas est-alutilise

Quelies sont les infummations aconnaire avant que votre enfant pronne Zwdovadine solutron buvable USPS0mg Sml

1 Comment donmer Zsdovudine selutton buvable USP S0 mg Sl

4. Quelssont ies eflets inde simibles eventuels

3 Comment conserver Zidovudine solution buvuble USP Stimy Smi

6. Intormutions supplémentames

L QUEST-CEQUEZIDOVUDINESOLUTION BUVABLE USP30mg/ S mlET DANSQUELCAS EST-1L UTILISE

Zidovuding solunon buvabhle USP 30 mg 3 ml, qui content une substunce acove appelee zidovadine, appartient 4 un groupe de
medicaments antiviraux appeles analogs nucleosidigues mhibitenrs de la ransenptase mverse (INTH. Cos medicaments sontutihises
pourtraiter finfection par fe virus de Nimmunodéficience humiamne (VIH)

Zidovudme solution buvahic USP 30 mg S miestutilse
»  dansuneassociation de trate ments antirétrovimuox pour rater linfection parle VIH chezlesenfunts |
»  chezles nouveau-nés etles nournssoms, pour i prevention de latransmission du VIH entre ko mére et Ventant.

Lors du trtement, b zidovudine redunt la quantute de virus duns Porganisme de votre enfant et b mantient & un mveau bas, Elle
augmente cgtlement le nombre de cellules CDAL Les cellules CDA sont untvpe de globules blanes importants qui ardent & lutter contre les
mfections, Lemedecin surveillera lefficacité du trutement de vore entant.

Zidovudme solution busable USP 30 mg 5 mi! peat amehorer Pétat de sante de votre enfant mas il ne gueérit pas Mnfection par le VIH
L'intection par ke VIH estune maladie gui s trunsniet par contact sanguin  par exemple, en panageant des siguilles dimection) ou sexuel
avee une personne infectee.

11 ' pas ¢i¢ démontre que le rantement par Zidovudime solution buv able USP 30 mg S mi élmine le risque de ransmission de Finfection
par le VIH @ d'autres personnes par contact sexuel ou par contammation sangwne, Vous devez done continuer 4 prendre des mesures
approprices pouréviter de trunsmettre ke virus a d'autres personnes,

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

SOLUTION BUVABLE USPS0mg/Sml

Nutilises jamais Zidovudine solution buvable USP S0 mg/S mlsivotre enfant:

»  cstallerpque (hypersensible) @ la zidovudine ou i P'un des autres composants (voir rubngue 6, Ce que content Zidovudine
[ sulution buvable]i ;

» auntaux resbas de globules mouges (unemie severeiou de globules blanes (neutopénie)
N'utilisez jamais Zidovudine solution buvable USP 50 mg/5 ml chez unnouyeau-né présentantcer tains problémes de foie:

«  certams cas daugmentaton du taux de bilimubine dans le sang thyperbihimubinémie ). une affection gui peut donner une couleur
Jaune d ko peaude Fenfant

+ tauxexcessivement eleves de certaines enzymes du fose dans [e sang
Faitesattention avec Zidovudine solution buvable USP 50 my 'S ml

Avant dutthser ce medicament, vous deves miommer le medecin s votre entant est attesnt d'une maladie du fore (commie 'hepante) ou
d'unc grave naladie des remns.

Tromebhles sansuins

Une anemie (fatble taux de globules rouges b et une neutropenie leucopenic { fble tuux de globules blancs) peut ans lesda b
semaines suivant le debut du trutement par Zidovudine soluton buvahle USP Stmg/S ml. Sicestroubles sor Sl 1EmddENng pourra

VIH estaun stade avance et ccux gui regorvent des doses plus clevees de idovudine. Des analyses desa
de controler fes éventuels probiemes. Cette reactionindésmable ost peu frequente chez les patients au
VIH, auquelcasles amlyses de sang pourront &tre ¢ flectuce s moms frequemment,
8
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Faclasse de medicaments & fagquelle appartent Zidovudine solution busvabic USIPS0 mg 5wl CINTH peut pros oguer une Taliad
appelie hodose actique, winag guiune sugmentaton du volume du fine. Lorguielic sunvient. i e Lactqus appanit denciaicmien
apres gueigues mns deteaiternent. I s"amt duncaccunulaton ducde cegue dons To comes gu peat e nEREner i deshy drigtuts

cone, i respitation profonde et rprde. une somulence ef des svnipiimies o specigues comme des pausees, des virssenienis ¢
des mans destonae peuvent indiquer e développemient June uadose borgue Bnooutre, Pacidose lactigue peut dans de mires das
enbrainer unensullsance hepatigque, une insulfisance Tenale ouune hapatite fatale. Cot ettt ndesmables Tme nhus grv e et plus iregue
cher les femmes, en patwulier lorsquieles presentent une fone surchane ponderale. Lersque de survenue de cette alleaion pout ceatenxit
e plus eleve s voue enlant présente une makdic du fore Pendant le tratement pat Zsdosudine solution buvable TSP S0 my Sl ke
medeem sun raetntement votre enfantalin de detecter watsigne pouvantindiquer un déhutdaCdose lnctique

\rioche du fon

Les patients atteints dhiepatite B ou C chronigue tmutés par des agents antreiroviraux sont exposes aan nsque acen d'etlets indesirubles
e puogues severes ot potentiel lement fatals £ des anuiyses de sang pourront done ¢tre necessatres pour ¢ onwoler leur fonction hepatigue

Chez les pattents présenting une ifection chromgue par hepattie B, le truitement ne dott pus etre interrompu sans ivos dumedean car
cecipowrtant entrainer une rechute de 'hepatiie. Cette rechute peutére plus sévere stle patientestatteint d'une grave nudadic du tose

Restawration dusysione ppmuniianne

Les penonnes présentant une mitction par le VIH & un stade avance (SIDA) ont un systemie immumitinre finble et sont plus enclins o
developper des ifectons graves (mnfectons opportunistes), Lorsque le trtement anoviral contre le VIH est debute. danciennes
mitections silencicuses peuvent réappansitre, entrainantdes signes et symptome sdimfinsnation Llinflammagon peut ¢tre le sige que le
COMSs 4 rerouve s capscite & lutter contre les infections ; ¢e phénomene est appele syndrome de restaurmtion immunitere. N0 vous
remarguez des symptomes dinfeeton chez votre enfant, informez-en mmediatement le medecn.

Rosliserabuiion sdos srratixses

Une dmnuton des wrwsses corporelles peut se produire chez les patients recevant de fa sidovadine. Contactes e medecin st vous
constate 2 des moditicabions des graisses comporellesches votre enlant,

Profdemes osse

Cenns patients premint un tretement antirétrovzral combiné peuvent développer me maladie des os appelee osteonecrose imort du
ssu osseux ). Le nsque de développer cette muladic peut éire plus ¢leve si le systeme nimmunitaire est séverement aflivhls ou en cas de
comsonunatien regulicre dalcool. Jusquia présent, cette maladie a été princpalement signalée chez des patients adultes St toutetoisvotre
enfimt ressent ane raidewr suniveau des sriculatons, des douleurs ten particubier dans Iy hanche, le genouet Pepuler et des difficulies a
semowvorr, prevenez le medecin,

Autcs

Notre enfunt devra prendre Zxdovudine solution buvable USP 30 mg Smiltous les jours. Ce medicament ande d contraler letarde sanie de
vorre enfant mus 1l ne guent pas 'infection par le VIH. Vore enfant peut continuer a developper d'autres infections gnfectons
opportunstes ) ot d'sutres maladies associces su VIH. Vous devrez rester regulierement en contact avee le medeain de votre enfant,
Nirretes pas fe tnutement de votre enfant suns en avoir parlé au prealabic avec ke medecm.

Prise d"autres médicaments
St vore entant prend oua pris recemment un autre médicament, y compris un médicament a base de plantes ou un medicament obtenu

sans ordonnance. parlez-en au médeem ou au pharmacien Ces médicaments pourratent interférer avee Iaction de 1n zidovudine ou la
zxdovudine pourmust interd ¢reravec lewr action.

Zidovudine solutiom buvable USP S0mg S mine doit pas étre pns avec de lastavading niavec de lanbavinne.
Zidovudine solution buvable USP 30 mg/S mi pew également imeragir avee Tacrde valproique, Je luconazole, In methadone et le
probenéerde, aggravantalors les effets indésirables : Mutihisation de ces médicaments ne devra etre envisa gé e quiaved precaution,

La pnsc de Zidovudine solution buvable USP 50 mg/ 5 mlen méme temps que d'autres médicaments potentiellement toxigues pour les
remns ou I moelle osseuse peut augmenter ke nsque de réactions indésirbles a Zidovudme soluton buvable USP 50 mg S mi. Ces
medicaments comprennent notamment la pentamidine, la dapsone, I pyniméthanune, le sulfaméthoxazole — mmethoprime.
Famphotericme, la flucytosme, ke ganciclovar, le valganciclovar, Ninterferon, la vinerstme, b vinblastine et la doxorubicine. St votre
enfunt a besoin de recevorr 'un de ces médicaments en méme temps que Z:dovudine solution buvable USP 30 mg '3 ml, 1f pourra alors
¢tre nécessaire que le médecin surveille plus étrotement sa fonction rénale et ses pammetres sanguins et une reduction de la posologie
d'unou plusicursde cos médicaments pourni éventuellement érerequise.

Zidovudine solution buvable USPS0 mg/S mlavec des aliments et des boissons
Zidovudine solutson buvable USP 30 mg 3 mi peut étre pnsindifferemment au couns ouendehors des repas
Grossesse

Stune grossesse est debutee ou envisagée, le medecin doit étre contacté afm de discuer des efters indésimbles potenticls winst que des
benéfices et des nsques du rantementantirétrovinal pour la femme enceinte ¢t pour son enfant.

Allaitement

La zidovudine, substance active de ce medicament, passe dans le It muternel,

Toute femme inleciee par le VIH qui souhaiterant allanersone nfant don discuter avee son medecin des

Conduite de vehicules et utilisation de machines

Aucune ctude n'a ¢1é mende concemant les effets de ln sidovadine sur Lo capacite d conduire ¢t & - 9" A dant. 1|
convientde prendre en conpte Uétat de sunté du patzent ¢t les e llets indésimbles ¢ventuek dela aadoy udaRgay ¢ : Ondurte
oud'wiliser desmachmes g
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