JEPAUIKCITY XBA
AEPKABHA CJIY2KBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBHKIH OBJIACTI

npocnekT Batepis JlobaHoBekkore, 51, M. Kuis, 03110, Ter/dake: {044) 363-06-50
E-mail: dls. ko@dls.gov.ua https://'www.dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3eHOr0 B YKpaiHy JiKapchbKOTo 3aco0y

26.08.2022 Ne 33306/22/10

CEJAJITH ILUIIOC

{HaiiMeHYBaHHS MKAPCBKOIC 3aco0y 3TLTHC 3 peecTpalilnm nocBiqIeHHAM }
Tabaerkn, mo 10 Tabaerok y GJicrepi; mo 2 dicTepn y mauni kapToHHIH

{(bopmMa BIIMycKy, JO3YBAHHA, BI MAKYBAHHA TKaPCEKOTO 3aC05Y)
Homep peectpamiiinoro nocsimuenns UA/3271/01/01 crpok xii peectpaniiinoro mocimaenna 01.01.2099
Cepis nixapcokoro 3acoby Ne 120992 KinpKicTh BBe3eHOr0 MiKapchKoro 3acody 29598

Bupo6Hik bankandapma-JIynaums AT, boarapis

(HaliMeHyBaHHA BIIpOOHIIKA TiKAPCEKOTO 3acody., kpalHa MOXOMKeHHA}

BseseHo B YEpaiHy ToBapHcTBO 3 00Me:xkeHO0I0 BitmoBinaabpnicTio "Tepa YKpaiHa, izenr.
xon: 34770471

(HafiMenyBaHHA Ta Ko7 3a €APIIOY ropiaiigHoi ocodil abo Opi3BIile, iv'A, Mo GATEKORI di3zlrHO1
0cofII - DLTIpIIeMI, ii Miclle MPOXKIMBAHHS Ta peecTpaniitnnl HoMep 0dIikoOROI KAPTKII MTATHIIKA
MOJATKIE 400 cepid Ta HOMep HaclopTa)

IIpoToxo. Bizyaannore kenTpomo Big 24.08.2022 N 20772/9,

3a pesynpTaTaMH JepPKABHOI'O KOHTPONMIC BCTAHOBIEHO, IO INIKapchKHH 3acid BBeseHe B YEpaiHy 3

HOTPHMAHHAM BuMOT 3aKOHo,uaBCT_Ba 1040 3a0e3MeYeHHA SKOCTI MIKapehKIIX 3ac00iB.
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teva

Biggin kouTpomo aAxocTi, flynHmyAa, boarapia
CEPTU®IKAT AHANIZY TA BIANOBIAHOCTI

Mpoaykr: CEAAATIH NAHC Tabnetku

MocnnaHHA Ne: 0000C0OC00003331010 Homep cepii 2000045122
MeToa; SDIRO07161/3 TepmiH npuaaTHOCTI -
Hata empobHKUUTEA: 09 yepeHs 2022
Cneymndirkauia Ne: SDIROC7161/3 Homep ceptugikaty aHanisy LIMS 296741
Jata aHanizy: 06 hunHa 2022 Pozmip ynakoBku -

MNorazHUKKU Bumoru, gonycrumi mexi Peayabrat
3oBHIWHIK BUTNAA Kpyrai, nnocki TabneTtkn 3 dackow i HaciHkow | Bignoeigae

Ha 04HIl cTopoHI, piametpom 13 mm Onuecy 1

Konip Binvk abo maske Binni BIAMNOBIAAE

Matske binnia

laenTngirauin TIUX (Eep. ¢., 2.2.27}

- METaMI30NY HaTPIO MoBWHEH BUTpMMYBaTH BUNPObyBaHHA Bignoeigae
- KodeiHy MoBUHEH BUTPUMYBZTH BUNPOBYBaHHA Bianoeigae
- TiamiHy rigpoxnopna MNoOBUHEH BUTRMMYBETH BUNPCByBaHHA Bianceigae
laeHTngirauin

- MeTamizony Hatpito {€Eep. ¢., 2.2.27)

{peakuja 3 rigporeHnepoKcMaom} MoBUHEH BUTPUMYBZTHU BUNPOBYBaHHA Bianoeigae
{peakujia 3 po34MHOM MoBUHEH BATRMMYBETH BUNPCOByBaHHA Bianceigae
AreTUnamiHoBeHaznbaerinom e KoHu, HaS04)

- Tiaminy rigpoxnopugy (€ep. ¢., 2.2.27)

{peakuin z 5% posdunHom bepulianigy Kaniro | MoBUHEH BUTPUMYBETH BUNpobyBaHHA Bignoeigae
B IYKHOMY cepegoBuLLi}

{peakuin z 2% po3dynHOM HiTpaTy cpibna e MoBUHEH BUTPUMYBZTH BUNPOBYBaHHA Bianoeigae
KUCOMY CepeaoBULLI)

- Kodeiny({ EBp. ¢., 2.2.27)

{peakuia 3 amoHil rigpokcnaom) MoBUHEH BUTRMMYBZTH BUNPCByBaHHA Bianoeigae
Maca ogHiei TabaeTtkm (Eap. §., 2.9.5) 670 mr 668 mr
OpHopigHicTe mack (€ap. ., 2.9.5) +5,0% MiH. 662,7 mr

Makc. 675,9 mr

OpHopigHicTe ACc30BaHUX OAWHULD
- MeTamizony HaTpio

Mpolidexa cmadia

- KodeiHy

Npolidena cmadia

- TiamiHy rigpoxnopunay

Npoldexa cmadia

3riaHo Bumor Eep. ¢., 2.9.40 AV £ 15,0 %
(Metopg ll-eapiania macu)

3riaHo Bumor Eep. ¢., 2.9.40 AV £ 15,0 %
(MeTtog I-OgHopigHicTL BMicTY)

3riaHo Bumor Eep. ¢., 2.9.40 AV < 15,0 %
(Metog I-OgHopigHIcTL BMICTY)

AV=2,0
1
AV=2,6
1
AV=1,6
1

CynposigHi gomiwkwm (€sp. ¢., 2.2.29}
- d-meTunamiHoaHTUNIpKUH

He Binbwe 1,0%

0,1% (0,135%)

CryniHb posuMHeHHA 3a 45 XennwuH Big
safaeneHoro smicty (EBp. ¢., 2.9.3)

= KOdJe'I'Hy ‘CSHquOz)

MiH

Makc

CepeaHe 3Ha4eHHA

MpoigHa cragia

He meHwe 75% {Q}

93%
98%
95%




- TiamiHy riapoxnopuay (Ci,H1:Cl;N,0S) He meHwe 75% {Q)

MiH S6%
Makc 101%
CepegHe 3Ha4eHHA 59%
MpoigHa cTagia 1

- meTamizony HaTtpito {C13H1sN3Na0,5.H,0) He meHwe 75% {Q}

MiH S7%
Makc 102%
CepegHe 3Ha4eHHA 100%
MpoligHa cragis 1
BmicT 8 ogHii TabneTyi (EBp. ., 2.2.29)

- meTamizony HaTpite (CiaH1sNaNaQ45.H-0) Big 475,0 ao 525,0 mr 496,0 mr
- KoeiHy {CaH1oN4O-) Big 47,5 0o 52,5 mr 49,7 mr
- Tiaminy rigpoxnopuay (C12H15ClNLOS) Big 36,8 po 40,7 mr 38,6 mr

MikpobionoriuHa uMcToTa - NepioguyHe
eunpobysaHHA. AHaNI3yIIOTb KOXHY 10-Ty
cepito. ( €8p. &, 2.6.12, EBp. ¢., 2.6.13}

- 3aranbHa KinbKicTh aepobHMxX He 6inbwe 10% KYO/r -

mikpoopraHiamis (TAMC)

- 3aranbHa KiNbKiCTb ApiKAKOBUX Ta He Ginbwe 10% KYO/r -

naiceHeeux rpubis (TYMC)

- E. coli BigcytHicTe B 1T

@iuauﬁﬁH:“ 7

MNocunanHa — ‘Unaaﬂm
MepernaHyTo: ......... Aneliva Yordanova  ronoshuii aHaniTuk fara: 06.07.2022

(nignuc } 06.07.2022
3aTBepAKEHo ...... Aneliya Yordanova  ronoeHuWiA aHanitk  {nignwuc) Aara: 06.07.2022

{nianuc ) 06.07.2022

BanraHgapma-AynHuua AT, AynHuuAa 2600, Bonrapia, syn. CamoKoBcbke Wwoce, 3
T.+359(701) 58 477, E-mail: dupoperations@teva.bg, www.teva.bg

MigTeepaxeHo, Wo AaHWA NpoAyKT BUpobneHo 3 AoTpUMaHHAM BUmor GMP

06.07.2022 Homep asity 107874
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A03BI/1 HA BUNYCK CEPIi Ne 2955

KnieHr: YKpaiHa
Kpaina imnoptep: YKpaiHa
Hasea npoayKTy KAieHTa: CEAANTH NAKXC, Tabnetkn Ne 20 (Ne10x2)
Hasea npoaykry Actavis: CEOAAMH NNHOC, Tabaetki No 20 (Nel0x2)
Cknag,: MeTtamizon HaTpito 500 mr, KogeiH 50 mr, Tiaminy rigpoxnopug 38,75 mr
Bupobuuumidi Homep cepii: 2000045122
NakyBanbHKW Homep cepii: 120992
KnieHTCbKMIA HOMep cepii: 120992
Nikapcbka ¢opma: ]E Tabnetku D Kancyan D IHWi
Jata sMpobHnuTBa: 06.2022 Tepnly . HBieRZt
npMAaaTHOCTI:
] . Bua ynakosku: ]EEnicrep
PoamIp ¥naKoBKy: 2 Bnictepu x 10 Taba. [ INnswka
[ ]Bank [_] IHwi
Homep
BiaBaHTameHa KinbKicTb: 29 598 ynaKoBoK peecTpauiiiHoro | UA/3271/01/01
noceigyeHHn:
AinbHnua eupobHMLTBS ]E Bankaudapma-Aynuuua AT,
Hepo3dacoBaHOIo Npenapaty: | sya. CamoKoBcbKe woce, 3, flynHmuAa, 2600, Boarapia
Homep aiueHsii: BG/MIA-0299
JinbHULA YNaKoBKK, ]E Bankandapma-Aynuuua AT,
KOHTROAID AKOCTi T BUNYCKY syn. CamoKoBcbKe woce, 3, lynHvua, 2600, bonrapia
BKa3aMoi cepii: Homep AiueHali: BG/MIA-0299
PesynbTaTH aHanisy: Ceptudikat axkocTi N2 296741
KomeHTapi: 3bepirath npu TemnepaTypi He BULe 25°C
1. A nigTEepOMKyIo, WO BKasaHa cepia Gyna BUNylLeHa Ha pMHOK KomnaHieto BankaHdapma-AynHuus AT,
Bonrapis
24 H 3asBAnAl0, WO HaBegeHa BulWe iHPopmauia € AOCTOBIpHOK Ta TOMHOMC. 3asHadyeHa cepia Byna

BWIOTOB/IEHA, BKAKOYAlOYM YMAKOBKY | KOHTPOAb AKOCTI Ha BKa3aHWX BULLE BUPODHMYMX AiAbHWUAX, ¥ NOBHIA
eignosigHocCTi 3 sBumorammn HanemxHoi BUpodHUUGi MpakTUKM micueBoro peryAaToOpHOro opraHy i cneyudikadii
PeecTpauiiiHoro NoceiAYeHHS KpaiHM-imnopTepa.

3. MpoToKoAWM BUPOGHMUTBA, YNAKOBKW | aHanisy cepii Byan poarnsHyTi | BU3HAHI TakKMMU, WO BiANCBI4a0Th
sumoram GMP | TexHiyHOT yrogu.

4, Yy cnocTtepiranvce Byab-AKi CyTTEBI BigXMeHHA Big BUpoBHWMYOro Npougecy, BRalante i4Hil yrogj,

SIKi CTOCYHOTBCA AKOCTI NPOAYKTY abo NpoLecy HOro BUNYCKY:
X Hi [ |Tak (ame. konito 38iTy NPO BigXMAEHHS)

Q IneHTHﬂ?"“ﬁL‘iﬁHH“ /
W xan 347

Oata: 19.07.2022 Miannc:  Zh. Yordanova 20471

YnoeHoBaXeHa ocoba 3 sKocTi {QP)
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[O03BU1 HA BUMYCK CEPIi Ne 2863

Knienr: YKpaiHa

Kpainxa imnoptep: YKpaiHa

Ha3zBa npoayKTy Kaieura: CEQAJIINH NNIOC, Tabnerku Ne 20 (Ne10x2)

HaszBa npoayxry Actavis: CEAAJITH NNIOC, Tabnetkn Ne 20 (Ne10x2)

Crnap: Mertamison Hatpiio 500 mr, Kodein 50 mr, Tiaminy rigpoxnopug, 38,75 mr

BupobHuumii Homep cepii: 2000045123

NaxkyBanbHuit Homep cepii: 120993

KnieHTCbKMI HOMED cepil: 120993

Nikapcoka popma: Tabnetku [ ] Kancyau (] tHwi

- Tepmin 06.2024
[ara Bupobuuurea: 06.2022 RORTHOTTE:
. Bup ynakoBKu: Bnicte
FORMID ynNOON: 2 6nicrepwm x 10 Tabn. ’ %ﬂnﬂm;
|:|Eam: D IHwWi
Homep
BigsaHTa)eHa KinbKicTb: 29390 ynakoBOK peectpauiiinoro | UA/3271/01/01
NOCBifYEHHA:
AinbHuua BupoSHMLTBa bankandapma-flynumusn AT,
Hepo3¢dacoBaHoro npenapary: | sByn. CamokoBcbke woce, 3, flynumuya, 2600, Boarapin
HOMep niuensii: BG/MIA-0299

AinbHMUA YNaKoBKM, bankaudapma-Qynumusa AT,

KOHTPOAIO AKOCTi Ta BUNYCKY Byn. CamokoBcbKe woce, 3, filynumya, 2600, Boarapia

BKa3aHOI cepil: HOMep niyensii: BG/MIA-0299

PesynbTaTi aHanisy: Ceprudikar axkocri Ne 296751

KomenTapi: 36epirath npn Temnepatypi He Buuie 25°C
1. Al nigTBepaoKyIo, WO BKa3aHa cepia Oyna BMNyweHa HA PUHOK KOMNaHiew bankaHdapma-AynHuua AT,
Bonrapia
2; fl 3asBNAI0, WO HaBeaeHa Buwe iHGOPMALA € AOCTOBIPHOKW Ta TOYHOK. 3asHaueHa cepia byna

BMIOTOB/IEHA, BKAIOYAIOMM YNAKOBKY i KOHTPO/Ib AKOCTI HA BKA3aHUX Bulue BUPOOHMUMX AiNbHULAX, Y NOBHIM
BignosigHocTi 3 BMMoramu HanexHoi Bupo6Hnyoi MNpakTmMku MiCLLEBOro perynatopHoro opraHy i cneundikauii
PeecTpauiiftHoro noceig4eHHA KpaiHu-imnoprepa.

3. MpoTokonn BUpo6GHMLTBA, YNAKOBKY | aHani3y cepii bynm po3rnanyTi i BU3HaHI TaKMMM, WO BiANOBIAAI0TL
Bumoram GMP i TexHiuHol yrogm.

4. Yu cnocrepiranucb 6yab-AKi CyTTEBI BigXuneHHA Big BUpOBHMYOro npouecy, BKa3aut i4Hii1 yrogai,
fAIKi CTOCYI0TLCA AKOCTI NpoAyKTy a6o npouecy oro BUNycKy:
Hi [ JTak (amB. konito 38iTy Npo BiaxuneHHs)

Jara: 14.07.2022 Mignuc:  Zh. Yordanova ]
YnoeHoBaxeHa ocoba 3 sikocri ((0F)



- Tiaminy rippoxnopuay (Ci2H1sCl2N4OS)

He meHwe 75% (Q)

naiceseBux rpubis (TYMC)
- E. coli

BigcytHicteB 1T

NocunaHua —

NMepernanyTo: .........Magdalina Angelova
Crapwmii aHaniTmk

3JarBepaKeHo ... Magdalina Angelova
Crapwmid aHanimmK

Rava: 28.06.2022

(nignuc) 28.06.2022

Aara: 28.06.2022

(nignnc) 28.06.2022

Miun 88%
Makxc 96%
CepepHe 3HaYeHHA 92%
MpoitaHa cTagin 1

- meTamizony Hatpito (CisHisNsNa0,S.H,0) | He meHwe 75% (Q)

MiH 89%
Makc 98%
CepeaHe 3HaYEHHS 94%
MpoitaHa cTagin 1

Bmicr B opHi# Tabnerui (EBp. ¢., 2.2.29)

- meTamizoy HaTpilo (C13H1sN3Na04S.Hz0) Big 475,0 no 525,0 mr 496,3 mr
- kogeiHy (CgH1oN4O2) Bia 47,5 no 52,5 mr 49,6 mr
- Tiaminy rigpoxsnopuay (CiaH1sClaN4OS) Bia 36,8 no 40,7 mr 38,6 mr
MikpobGionoriuHa uucroTa - nepioguuxe

BUNPOOYBaHHA. AHANI3YIOTb KOXKHY 10-Ty

cepilo. ( €ep. ., 2.6.12, €sp. ¢., 2.6.13)

- 3arasibHa KifIbKICTb aepobHux He Ginbwe 10° KYO/r -
mikpoopraHiamis (TAMC)

- 3aranbHa KifbKiCTb APIKAKOBUX Ta He 6inbwe 102 KYO/r -

bankaHdapma-Aynuuua AT, iynHnua 2600, bonrapis, Byn. CamoKkoBCbKe woce, 3
T. +359(701) 58 477, E-mail: dupoperations@teva.bg, www.teva.b

MigTBepaKeHo, WO AaHWA NPOAYKT BUPOOAEHO 3 AOTPMMAHHAM BUMor GMP

28.06.2022

Homep 38iTy 106111
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JEPXJIKCITYKBA
NEPXKABHA CJIYVKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npocnekT Banepis Jlobanoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €E/IPIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JIiKapchbKoro 3acody

26.08.2022 Ne 33307/22/10

CEJAJITTH ILTIOC

(naifimenyBanHs Jikapchkoro 3acoby 3rifiHO 3 peecTpauiiHEM MOCBIJ4EHHAAM)
Ta0J1eTKH, 1o 10 Tadaerok y 6aicrepi; mo 2 GJicTepH y na4ii KapTOHHIH

(dopma pamycKy, NozyBaHHs, BH NaKyBaHHA NiKapceKoro 3acoby)
Homep peectpaniitaoro noceigaenns UA/3271/01/01 crpox aii peectpaniiinoro nocsigaenns 01.01.2099
Cepis nikapcsxoro 3acoby Ne 120993 KinskicTs BBe3eHOTO Jikapchkoro sacoby 29390

Bupobauk bankandapma-lynauns AT, Bonrapis

(nafimenyBanns BHpoOHHKA NiKapcsKoro 3acoby, kpaina noxo[pKeHns)

Bseseno B Vrpainy ToBapucTBO 3 00MexkeHOI0 BianoBigaiabHicTIO "TeBa Ykpaina'", inenr.
won: 34770471

(Haﬁuenymmm Ta Kop 3a €JIPTIOY opuaausoi ocobn abo npmau me, im's, no G6arekosi dizmanol
ocobu - mianpuemiy, 1 Micne UPOMMBAHHSA T2 peec’l‘pﬂ.l],ll»[ﬂ]ﬂ»l HOMep 06/1iKOBOT KapTKH IIATHHKA
noparkis abo cepis Ta HOMep nacnopra)

Iporoxon sizyansroro xentpomo Big 24.08.2022 Ne 2072/10.

3a pe3ynpTaTaMH OEpXXABHOTO KOHTPONIO BCTAHOBJIEHO, IO JHKApchKMi 3aci6 BeeseHo B VYkpaiHy 3
JAOTPHMAHHAM BaMor Bal_cg_nonanc'ma moo 3abe3neueHHs AKOCTI JIKAPCEKHX 3ac0BiB.
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