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JIEPXKABHA CJTIYKBA YKPAIHU 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
JAEPKABHA CJIYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO

3A HAPKOTUKAMM Y XMEJBbHUIBKIN OBJIACTI

JIsBiBCBKE IOCE, 10/1, M. XMempHUIBKMH, 29016, Ten/dake: (0382) 66-01-07
e-mail: dIs.km@dls.gov.ua, Koxg €JIPIIOY 37098188

KepiBankam cy0’ekTiB rocnogapoBaHHs,
JiKYBAJbHO-NPOQIIAKTHYHHX 3aKJIA/TIB,
sIKi 3aliMal0ThCsl peaJiizanicio
(ToprisJiero), 30epiraHHAM Ta MeIUIHUM
3aCTOCYBAaHHSAM JIIKAPCHKHUX 32c00iB
(3a ciUCKOM)

IHOBIJOMJIEHHSA

1. PAJIBCUDIKALIA

1.1. Ha migcraBi HaAXOMKEHHS MIKHAPOAHOIO IOBIJOMJIEHHS BiJ
BcecBiTHbol opranizaunii oxoponu 310poB’ss NeRPQ/REG/ISF/Alert Ne6.2025
00 BUAABJICEHHHA B 00iry Ha tepurtopii Pyanau, boarapii, Typedyunnu cepii
SFYD2 ¢anbcudikoBaHOro Jikapcbkoro 3acody, 3 MeTO AKTHBHOI NMPOTHAIL
NMOIIMPEHHIO JIKAPCHKUX 3ac00iB, 3 OrJIsily Ha Te, L0 TaKa NPOAYKIIs €
He0e3MeYHO Ta MOKe€ HeCTH 3arpo3y KHMTTI0 Ta 310POB 0 HACEJEHHS —
3a00pOHSIETLCA peaJiisalisi, 30epiraniss Ta 3acrocyBanHsi ¢ajabcuPikoBaHOrO
JIKaApChKOro 3ac00y:

- SIMULECT (0a3uiikcuma0), nopomok y ¢iakoHi, 3 BOIOI0 AJs iH’ €Kil
(po3unnHuk), cepii SFYD2, 3 mapkyBanHsiM BupoOHuka Novartis, 1mo He
MIiCTUTh aKTHUBHOI (apManeBTH4YHOI cyOcTraHuii (TepMiH TNPHUIATHOCTI
30.04.2027).

/Posnopsioacenns Jepocnixcayscou Nel038-001.1/002.0/17-25 gio 15.12.2025/.

IIpn BusiBJIeHHI 3pa3KiB BKa3aHOIO JIKapCbKOIo 3aco0y BKMTH 3aXO01H
00 BHWJYYEeHHA IX 3 00iry NILJIAXOM 3HHUIIEHHS 200 NOBEPHEHHS
N0CTAYAJIbLHUKY.

2. 3ABOPOHACTHCA

2.1. Ha miacraBi HaaXomMKeHHsI MDKHAPOJXHOIO TMOBIZOMJIEHHSI Bil
peryasitopuoro oprany PecnyOgikm Kinp NeCY/1/25/2 mono BiaAKJIMKaHHA 3
00iry HesIKICHUX JiKapCcbKHX @"--“i"émUIBmpOﬁH““TBa REMEDICA LTD,
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Pecnmy0Jutika Kinp, 3 MeT010 aKTHBHOI IPOTHAIL NOIIMPEHHIO JiKapCbKUX 32c00iB,
3 OIVISIAy HA Te, IO TAKA MPOAYKUiA € He0e3MeYHOK Ta MOKe HeCTH 3arpo3y
JKUTTIO Ta 370POB 10 HACeJICHHSI — 3a00pPOHSIETHCA peaJiisalisi, 30epiranHsi Ta
3aCTOCYBaHHS JIKapPCHLKHUX 32C00iB:

- ERYTHROMYCIN ETHYLSUCCINATE 125mg/5Smg (ERMYCED),
nepopajibHa cycnensisa, miasimka 100mi, cepiit 106572, 106579, 106580, 109074,
110315, 119535, 119536; 106327, 106570, 108773, 108774, 114394, 114396,
114447, 117186, 117187, 117188, 117260, 117261, 117262, 117263, 119537,
119538, 119539, 119540, 119541, 119542, 119543, 119544, 119545, 119898,
125965, 125966; 114395, 119899, 120161, 125865; 120907, 125861, 125862,
125863; 106571, 125864, 120162, 120163, 106573, 106574, 106575, 106576,
106577, 106578, 109062, 109063, 109064, 109065, 109066, 109067, 109068,
109069, 109070, 109071, 109072, 109073, 109782, 110316, 110317, 110318,
110319, 110320, 110321, 110322, 110323, 110324, 110811, 110868, 110869,
110870, 110871, 110872, 110813, Bupoonuurea REMEDICA LTD, Pecny6.aika
Kinp;

- ERYTHROMYCIN ETHYLSUCCINATE 250mg/5mg (ERMYCED),
nepopajbHa cycnen3is, miusmka 100mJ, cepiii 126212, 108623, 114460, 117154,
108433, 108434, 114458, 114459, 117161, Bupoonunrea REMEDICA LTD,
Pecny6aika Kinp.

/Posnopsoicenns Hepowcnixcayncou Nel039-001.1/002.0/17-25 gio 15.12.2025/.

2.2. Ha miacraBi HaIXOMKeHHSI MIXKHAPOJAHOIO MOBIAOMJICHHSI BiJ
peryasitopuoro oprany /lanii NeDK/1/2025/02/01 moao BIAKJIHMKAHHA 3 00iry
HESIKICHUX JIIKapcbKUX 3ac00iB, BUpoOHMUTBa Aesica Pharmaceuticals S.r.l.,
ITanisi, 3 MeTO0 AKTMBHOI MPOTH/Il MOIIMPEHHIO JiKapCbKHUX 32€00iB, 3 OIJIsIAY
Ha Te, 10 TAKa NMPOAYKUIA € He0e3NMeYHOK Ta MOKe HeCTH 3arpo3y KMTTI0 Ta
3I0POB 10 HACeJIECHHSI — 3a00POHSETHCA peaJtizanis, 30epiraHHs Ta 3aCTOCYyBAHHS
HESIKICHUX JIIKAPCHKHUX 3aC00IB:

- ABBOTICIN GRANULAT TIL ORAL SUSPENSION 100mg/ml
(ERYTHROMYCIN), rpanyJn AJs nepopajiabHoi cycnen3ii, 100mMr/mJ, niasimka,
no 50mu, mo 100mua, cepiit 6103667, 6103669 (Tepmin npugatHocti 31 TpaBHA
2028), 6095280 (Tepmin mpuapatHocti 31 rpyansa 2025), BupooHnuTBa Aesica
Pharmaceuticals S.r.l., ITaxis;

— ABBOTICIN GRANULAT TIL ORAL SUSPENSION 40 mg/ml
(ERYTHROMYCIN), rpany/u AJs1 nepopajbHol cycnensii, 40Mr/mJi, nisimka,
100mJ1, cepii 6103664 (Ttepmin mpuapatHocti 31 TpaBHs 2028), BMpoOHULTBA
Aesica Pharmaceuticals S.r.1., ITaisi;

— ABBOTICIN FILMOVERTRUKNE TABLETTER 500mg
(ERYTHROMYCIN), nmo 20 TabGugerok y Ouaicrepi, mo 100 Tabseroxk Yy
KOHTelHepi. cepiii 241229, 241230, 241231 (Tepmin mpuaatHocTi 31 KOBTHS
2028), BupoonunrBa Aesica Pharmaceuticals S.r.l., ITagis.

/Poznopsooicenns [epocnixcayancou Nel040-001.1/002.0/17-25 gio 15.11.2025/.
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2.3. Ha miacraBi HaaXOMKEHHSI MIKHAPOJXHOIO TMOBIIOMJIEHHSI Bij
peryasitopuoro oprany PecnyOjikm Kinp NeCY/I/25/1 momo BiaAKJIMKaHHA 3
00iry HesikicHHX Jikapcbkux 3aco0iB, BupoOHunTBa REMEDICA LTD,
Pecny6Jaika Kinp, 3 MeT010 AKTHBHOI NPOTH/IiT MOIIMPEHHIO JIKAPCHKHUX 32C00iB,
3 OrVIsiAy Ha Te, IO TaKa NMPOAYKIiA € He0e3MeYHOK Ta MOKe HEeCTH 3arpo3y
JKUTTI0O Ta 310POB K0 HAcCeJIeHH — 3a00pPOHSIETBHCA peaJtizaiisi, 30epiraHHst Ta
3aCTOCYBAHHS JIKapChKHX 3aC00iB:

-  CLARITHROMYCIN 250mg (CLAREM), Ta0Jjerku, BKPHTI
ILTIBKOBOIO 000/10HKOI0, 0 14 Tabuaeroxk B OJaicrepi, cepiii 108721, 108393,
117185, 113107, 109309, 111462, 119814, 122050, 124558, 124574, 125118,
116997, 119832, 116996, 119833, 124955, Bupoonuurea REMEDICA LTD,
Pecnmy0utika Kinp;

-  CLARITHROMYCIN 500mg (CLAREM), Ta0jerku, BKPHUTI
IUIIBKOBOIO 000J10HKOI0, 0 14 Tabuaerok B OJaicrepi, cepiii 114388, 108957,
124831, 116948, 119009, 109392, 116997, 119833, 122047, 124588, 113449,
117108, 122047, 109391, 111468, 119832, 114135, 110921, 108393, 114134,
114135, 119851, 108360, 109393, 110918, 110919, 110920, 110922, 111467,
114814, 114815, 116994, 116995, 116996, 114134, 111467, 111468, 114135,
116997, 109392, 119851, 108360, 111469, 109391, 116996, 109391, 109390,
119851, Bupoounurea REMEDICA LTD, Pecny0aika Kinp.

/Posnopsocenns [epocnixcayncou Nel041-001.1/002.0/17-25 gio 15.12.2025/.

IIpn BHsBJEHHI 3pa3KiB BKa3aHHUX JIKAPCHKHUX 3aC00iB BKUTH 3aXO0IH
HI0J0 BHWJIYYEeHHs IX 3 00iry NILJIAXOM 3HHUIIEHHS 200 NOBEPHEHHS
0CTA4YaJIbHUKY.

Ilpu HacTymHHMX TOCTABKAX BXXHUTH 3aX0Ad WIOA0 3amo0iraHHs
npuI0aHHI0, 3aCTOCYBAHHI0O Ta peaJizanii JikapcbKHUX 3ac00iB, HaBeJeHUX B
MOBiIOMJIEHHI.

Pe3yabTaTH oONpanioBaHHST TOBIJOMJIEHHST HAaAaTH MNHCBMOBO /10
Jep:xaBHOI ciay:k0u 3 JIKAPCHLKHUX 3aC00IB Ta KOHTPOJII 32 HAPKOTHKAMH Y
XMmeabHuUbKiA o0gacti (29016 m. XmeabHuubkui, JIbBiBchbke moce,10/1) g0
23.12.2025p. 3 BignmoBiTHUMH JOKYMeHTaMH. BiamoBizajJbHicTh 32 BUKOHAHHSA
PO3NOPSAKEHDb MOKJIANAETHCI HA KEPIBHUKIB Cy0’€KTIB rocnoxaprOBaHH.

HeBukonanus posnopsaxkeHns /[lepaxaBHol ciay:kO0M TsarHe 3a co0010
BiANOBIZAJBHICTH 3IiIHO 3 YAHHUM 3aKOHOJIABCTBOM Y KpPaiHM.

B. 0. HavyaabHUKA CIIYKOU CeiTiiana MATIAI

Tanna TAJIAITYYK 66-01-07



