JEPXKJIKCIIVABA
AEPIKABHA CJIVIKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHMKAMMU Y KHIBCHKIN OBJIACTI

nipocnext Basepis JIobanoseskoro, 51, M. Kuis, 03110, ‘ren/paxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, https: /Iwww.dls.gov.ua, Kog €7IPTIOV 37078774

BUCHOBOK
PO AKICTH BBE3EHOT0 B YKpaTHY JIKAPCHKOI0 3a¢00V

24.07.2022 Ne 28336/22/10

HAHAJIOJ EKCTPA

{HEHMH{}"BHIIHE R mpcam}m 3aC00V. IS, i}i?ﬁ,!“p&l_liiiHﬂM IIGLEEE‘ICEIIISHE}
TAGTeTKU, BRPUTI 00ooHKo10, 10 12 TaGaerox y Guictepi; no 1 6 diicTepy B KapToHHi
_Kkopo0iii

{i}f}pwd BEHIYCKY, JO3YBAHNIA, BHA TAKYBEHHI HKApCLKOrg 3&1:{3{;3;)
Howep pecerpatiftuoro nocsixuenns UA/2691/01/01 CTPOK Ail peecrpauiiinoro noceinvenns 01.01,2099
Cepis nixapcpkoro 3acody Mo VASF KifskicTs B8e36H0T0 miKapehkoro sacody 58752

Bupobunx UnaxcoCwmitKnaiy Hasrapsan slimiren, Iprnanais

(na}mezz}rlmnﬂﬁ BHPOOHUKA TXapCLKoro 3acofy, Kpalusa, nmnm{emm}
Baezeno s Ypaiuy Hianpuemcrso 3 100% inosemuumu inBecruuisvu v Gpopwi

TORAPHCTBA 3 0OMEKENOI0 BinnoBiAaabHicTo "TaarcoCrit K atia
Xeacrep I0Oxpeiin T.0.B. ", inenr. wox: 24588162

(Hafimenysauuz Ta kou 3a EAPITOY. HIpMlnsHOT 000Dl 260 ;I;alirmviﬁ im's, 1o LaTLKOB]
Pixrunol ocof - nimripuess, 1Y sicue NPOKUBAHIS T& PECer patiiita it nosep 664 koroT
KApTKILTASTHHKE HOAATKIR ad0 CEPist 14 HOMED nacnopTa).

TlpoToken sisyaisnoro Kourpomo sin 22.07.2022 % 1773/1.

3 pesyNLTaTAMHE HEPKABHOTG KOHTPOMO BCTANGHNENHO, w0 fikapcskuit 3acif  sseseno Yipaipy 3

.EZ'{}T}) NMAHHIM sumMor 3AKOHUOABECTBA HIOAD-3a0E3EUeHRR RXOCTI MikapchKux 3acobib.

3yGapera H. B.

{iniufans Ta npizsmue)




Soind: o bt e « Fnagm'[}'mi?%{ﬂaﬁﬁ_}Za;—irapgé}% Nimiten» Haxbpex,
Hara Bngavi ceptnaikary {GlaxoSmithKiine Dungarvan Limited} ﬁ?;?;;:ﬁ
| & ki 2022 p. HoxGpek, Narrapeat, X3SRY76
CropiHka Yotepdopa, lpnangis. Iprigsain
1132 X35 RY76. (Krioekbrack
. ' Dungarvan
Co. Waterford:
X35 RY78
Ireland)
Ten. +353 58 20200
“dake 35358 20383
Wwwe gskie.

Nikapeoruit 3a¢is: TlaHanomn ExeTpa, TabreTi, BiginTi 650noHKbIo Ne12 Yepana
Puhox: Yrpaiba

Tikapcsxa hopma: Tabnetu, akpiTi 06cnoHKoK:

Posmip Ta TUn ynakoBgu: 12 X 1.y Bricrapi o
Bwicr giroyol pedoBuau: 1 tabrertka MICTUTL Niapaleramony 500 mr/ kadeiny 65 mr
PeccrpauiitHe nocriguenis No- UAZB91/01/01 (Bugano 17.01.2020 p.) |

Lrpok ail PecCTP. NOCBIAYeHHs: HeobmexeHuH

Jlillensia Ha BupoOHMYTBO No: M00477/00001

GMP Ceprudikar Ne: 2B479IM4T7
AinbHuLs BUpoGHUUTES, NepBUHHOrC NaxkyBaHHA, BTOPUHHOIO NAKYBaHHA Ta. BUNYCKY cepit:
Hasea: TnakcoCmitKnans Jarrapear-Jlivites, Iprauaia "

Agpeca: HokOpek, [laHrapsan, rpadctao Yorepdops, lpnasgis

3anBa IO BURYCK NIKapCLKOro 3aco6y Ha pUHOK: N }

Lium s saceiguyio, o HapegeHa BALLE THAIOPMaLs € AOCTOBIPHOK T8 TOYHOW.: LI1o cepio npoayiTy Oyro BUpoHneHo,
BKIIOMGIOW eTany NakyBadHy, MapKyBaHHT Ta KOHTDOMNIO SIKOCTI, Ha 3azHaveHil (-VX) BULLE BUDCOHNYIH {-1X)
AINbHULI-RX) ¥ nosHIK BIANIOBIANOCT BUMoTam HanexHol snpobHuYoT npaxrukn (GMP), BeTaHoBrennv Micuesnm
DEIYISITOPHNM OBradom, Ta Crieywdpikallian y peecTpadiiHomy nocs nueHHi Kpaluu-imnoprepa. INpotokonm ofpobki,
NaKyBaHHA Ta aHanidy cepii Oynu nepesipedi Ta ByanaH TEKAMK, 1O BIOAOBIAAIOTE suMoTam CME.

Cepis: VASF Poamip cepii: 58 752

[laTa 3akiHvyenHn ~ Bciynst 2026'p.  [ata supoBHULTRA: 8§ moToro 2022 p.
TePMiNY TPUOaTHOCTH:

onvc CNELIMDIKALIS | __ PE3YMBTAT
30BHItLHR BUFAIRZ, TabneTku Ginoro _Konb{};:sy;y"djcpmi_f{ancynm, Bkputi  Bianosinae

NNiBKOBOI 0GONOHKOIG, 3 THIOCKIMIW KpasMn, 3

TPUKYTHAN PEnbedHUM NOroTUMONM | Fpasiosanssm

«+» Ha OQHIV CTOPOHI Ta BigCYTHICTIO Byab-skoro

MEPRYEEHHS HE IHWIK CTOPON],
Teepaicts 12,2-19,4 kP 15,8 kP
CepenHs maca tabreTin 660,3-729,8 mr/TabneTry (6955 %) 6834 mr
BinxunexHs eig cepeprsoi Macy Biftiosigac simvoram meToay Esp. hap. . Bignos
Yac posnanariis. He Oinbiue Hikk 1 S XBUNUH
\nerTrdbikaLis FlosuTvsHni pesyribTat aHanisy Ha napadeTay

jgae

7
kowhein | kanio-copbat metogom THIX. f 3

{neHTudikauis Yac yTpumMaHHn 3paska fia vac KineKicHora: 131
BusHadenHs metogom BEPX sianosigae
CTAHABPTHOMY Yacy YTpuMyBaHHs.

KinbKicss susHaueHHs o o

napaueTamony 475+525 wr/rabneTky (500 Mr£5% )

Kinbkicte susHavents kodeiny  61,75-68,25 mr/tabrieTky (B5 Mr5 %) ft{:l, o

Pozunnenns (napalertamon)™ He meHLe Hix 80 % (Q) napauetamony uspes '_HE'_Q@‘%}F‘_!E}Q ;
30 xBuRuH, SRS
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fupexropu: 1. Kopkept {P. Corkery), b, Pokc {B. Fox}, 'Ip'ﬁéﬂiﬁ?ﬁs{ \Ns 288866, b

«l nakcoCuitrKnaws Sanrapean Himite i
NprigaTHE RoMN2HIA 3 OBMEKeHDID et 113 N A Y Pyt A o
BiirioBiEaneHiCTIo N. Borepri (P. Doherty), A. O'lannopan (A. O Halloran),.

o K. Tonan {C. Tolan} 4. Baperr(D. Barrettj, =~ = OPWAMSHAAgpeca .
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el VASE Posyipcepit: 58752
Batasaxinyenus  8ciuda 2026 p.  [ara BupoGHWuTBa:  8mOTORG 2022 p.
TEpMIiHY NPUOaTHOCTI: |

~onue CMNEUUGIKALIA _PEBYI‘I bTAT

PosyuHesHa (kodeiH)* He merwe Hix 80 % (Q) kodelry Yepes 30 xBurmn,  He [OCTIAXYBanocs

BrpaTu 8 maci npusucywysann  He Binswe Hik 2,5 % 15 %

4-amisnodernon” He Oinbwe Bk 0,005 % sMicTy napalietamoriy He gocnigxysanocs

OpHopianicTs AC30BaHUY BignoeigHicte sumoram Ssp. thapm Bigriosinae
CAVHVLD

MikpoBionoriuna Yacrora** 3aransHe 41Cno aepobHYX Mikpooprarismis (TAMC) He gocrigsysanocs

He Dinbige Hi 10%/r

3aranpHe Y/iCno gpbmkoBnxX Ta nniceHeBnx rpnbis. e gocninxyeanocs

(TYMC) He Birislie Hisk 102/r

E.coll BigcytHsis 1 He docnipxkysanocs:

*Emnpc}@ysaHHﬁ AROBOAATE NULLe Anst koxHo! 10-1 cepil.
" BunpobyBaHHs NPOBOANTS MULLIE ANst KoyH0OT 2 0-7 i cepli abo oauvH pas Ha & micauis.

Mipnwe:  fnignnc/ Lata: . 15.07.2022 .
Im’sy fion B e;}pf _(Pauf Barry)

Mocapa: YriosHoBaxeHa ocoba
Konraxrda indpopmauin: +353 58 20200

-'-:c?'narccc}(}mﬁi(nauﬁ anrapoau NNimiTens
.ﬁﬁmaaﬁ-{a EOMNaHis. :;%zﬁmegemm A _,ﬂape;ﬁupm . i{ap Hgm {P Eﬂrkery}!E cboxc {B Fox)

| . Qorepri (P. Doherty), A. Ol arriopan (A, O'Halloran),
BIATOBIAARLHICTION
UrieH rpyrv KOMNaHi K. Tonawu {C, Tulan}& bapert{D. Barratf),

I naxcoCmiTKnaiin» H. O'lWe# {N. O'Shea)

iﬂpnﬂ,iﬁ-}sa" peca
Houﬁp&%@; ﬂa’ﬁg BBH




