JAEPXXABHA CJIYXBA 3 JIKAPCLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KUEBI

npos. Hanii Ceitnuanot, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €APIIOY 37079055

BUCHOBOK
PO AKICTH BBE3CHOT0 B YKpaiuy JIikapchKoro 3acody

23.10.2023 Ne 53592/23/26

AJIb®A HOPMIKC
(HaliMenyBanng MKapeskoro 3aco0y 3riamo 3 pec CTPRIIHHIM NOCBIAMCHINM )
Tabnerxn, Bkpuri naiskoso1o 06om0nK010, 110 200 Mr no 14 Taéaerox y Qaicrepi; no 2
OaicTepy B kapTonuin Kopooui
{dopma sunycxy, 103yBANHA, BUA IAKYBAHHA JHKAPCHKOro 1acoby)

Homep peecrpauifinoro nocsimuenns UA/9360/01/01 ctpox aii peccrpauitinoro nocsinuenns HeobMexeHHU
Cepin nixapcskoro 3acoby Ne 27569 KinskicTs BBE3€HOIO Ntikapeskoro 3acoby 29664

Bupobuuk Anwpacirma C.n.A,, Iranis
(nafimenypavns supoGunka aikapebkoro sacoly. KPATHA NOXOIKCHIA)

Bacacho B Ykpainy Tosapucrso 3 odMekenow sinnosizaannictio "COHA-
OAPMEKCIM", incur. xon: 40130755
{naliMenynanus Ta koa 3a CAPHOY wpuanunol ocolu abo npizemue. iM's, 1o Garkbxont thizsuno?

0CO0H - ItianpremMus, i Miclic NPOWHRAHEA Ta PEECTPAUIHHNIA HOMEDP 0GTKOROT KAPTXY NAGTIHKA
nonarkis alo cepis Ta HOMEP nAacHopTa)

Mpotokon eisyansuoro koutponw ein 23.10.2023 N2 3241/3.

3a  pesynbrataMM NCPXAaBHOIO KOMTDOJIO BCTAHOBNEHO, WO AiKapchkuii 3acib  BBeseHo 8 Ykpainy 3
AOTPHMAHHAM BHMOI 3aKOHOLABCTEA WOAO 3a6e3nedeHHS

L ARCOBIE T4 X
GiRHE
B ¥

pKoCT] Jlikapeskux 3acoGin.

Han 3AJIBOPHHUX

{infiaam Ta npizmee)




AJIB®ACII'MA

HalimeHyBaHHs (poyKIii:

Koa npomyxiii:

Posmip cepii:

Cepis:

Hata Bupobuunraa:
Tepmin npunarHoCTI:
Cuna nii/aktupgicTe ADI:
Jlixapcrka ¢popma:

Po3Mip Ta Tvn nakysanms:

AHais;
Ceprudikar ananizy Ne:

HepsaBa-BUpOOHUK:

CEPTU®IKAT CEPIT

AJIb®A HOPMIKC, Tabiierkn, BKPHTI IUIIBKOBOIO
060t08K010, 10 200 Mr — Ykpaiua
02000406

29664 ynakoBox

27569

05/2023

05/2026

Prdaxcumia 200 mr

Ta0JIeTKH, BKPUTI NTIBKOBOIO 00010HKO0
no 14 rabaerok y Guicrepi;

no 2 baicrepu B KapToHNil Kopobui
20/06/2023

202303041

ITAJIA

Homep peectpauiiinoro nocixuenns: UA/9360/01/01

HaiiMeHyBanHs, Miclie3HAXOKEHHs Ta HOMeEP JIeH31T AUIBHAI 3 BUpOOHMLITBA:

AJIb®ACIIMA C.n.A., Bia Enpixo ®epwmi 1, 65020 Ananno (Ileckapa) Franis, aM 147/2022

Hum 51 3acsindyto, o nasefeHa BALLE inGopMaLtis € JOCTOBIPHOK Ta TOHHOIO. 1o cepito npoayxkii
Byio BupoGeHo (BKIIOYAOYN IaKyBAaHHR/MAPKYBaHHA) T2 [IPOBEACHO KOHTPONE i AKOCTI Ha
BHNC3a3HAYCHIH JINBHUII Y TOBHIH BiNOBiANOCTI 3 BUMOraMu GMP, BcTaHOBIEHUMH MiCHEBUM
PErynmaTOpHUM OpPranoM, a TAKOK BIANOBINHO 0 crienrdikauil, mo MicTaTbes y peecTpauiifHoMy
0Cche abo Topro.ilt nileHaii kpaiHu-BupoGHuKa abo KpaiHu-iMOoprepa, SKmoE IPOJIYKLIID
iMnopToBaHo, a60 y nocke cueundikauii Ha npenapar ans AOCII JFKYBAHOTO JIKApCEKOTo 3acoby.
IpoToxoau sBupo6uuuTea, 1aKyBaHHA Ta aHani3is Gy10 LIEPErIsTHYTO T BCTAHOBJICHO BIAIIOBIAHICTE

GMP.

YuoeHoBaxeHa ocoba

Dr. Bruno De Gregorio

(nionuc)




AJIb®ACITMA

Kowntpone axocti — Ceprudikar anamizy Ne 202303041

Iponyxr Cepis AwHati3 Hara Tepmin
BHPOOHHIITBA NPUIAATHOCTI
AJIb®A HOPMIKC, 27569 20/06/2023 05/2023 05/2026
Tabaerku mo 200 mr
Amnaniz Mexi Onunui Pezynrerar
Husxns Bepxus BHMIpIoBa
HHH
30BHINIHIN BT Poxeni, xpyrmi, aBoomykni
TabNeTKH, BKPUTI TUIIBKOBOKO BIAIIOBi A€
obononkomw
laenrrudikanis pudakcaminy IToBunHa Bignosigata : :
(TILIX) B BiAnoBijiae
Inentudixanis pudaxcuminy ( Y®) | [ouuna pixmosinaru T,
CTaHAAPTY
KinpkicHe Busnauenns: 190.0 210.0 Mr/Tad 197.4
pudakcumin ’
Bigomi jominixu:
pudamiuun B 0.1 % 0.0
pupaminun SV 0.1 % 0.0
pudakcumin Y 0.5 % 0.3
pudamiimu O 0.1 % 0.0(<= LOD)
pudaminus S 0.1 % 0.0(<LOD)
OKMCICHUH prdakcuMin 0.1 % 0.0(<LOD)
2-aMino-4-MeTunmipuaMH 0.1 % 0.0
Oxpemi He Biztomi loMiniku 0.10 % 0.06
Cyma noMimox 1.0 % 0.5
Pozuunenns (ue menme 70 % (Q) 70 % 23
4epes 1 roguny)
OnHopiHiCTs H030BAHAX OTMHUIE IToBuHHa BignoBigaTu slmesias
€pp.Papwm.
Cepenns maca 339.5 373.1 Mr 359.9
InenTudikauis saniza OKCHAY IToBuHua sinnosinaTu N —
4EPBOHOTrO
Bona 5 % 4.0
Poznaganus 30 XB. 3
Mixpo6ionoriuna qucrora
-3arajipHa KinbKiCTh aepoOHHX 1000 KYO/r | Binnosinae
mikpoopranizmis (TAMC)
- 3aranbHa KUIBKicTh Ipubis Ta 100 BiOnOBiAae
ApixIKiB
- E. coli BigcyrHicte B 1 e Nﬁnosinae
[pumiTka: lNonora B agti
DR ZC?
Jo3roieno (i




AJIBO®ACIIT'MA

HaliMenyBaHHA npoayKuii:

Kon nmponyxuii:

Posmip cepii:

Cepis:

Hara BupoSHUIITBA:
Tepmin npuraTHOCTI:
Cuna nii/aktusHicTs ADI;
Jlikapceka gopMa:

Poamip Ta tun nakypasus:

AmHanis:
Ceprugixar aHanizy Ne:

Hepixasa-BupoGHHK:

CEPTU®IKAT CEPII

AJIb®A HOPMIKC, Ta6n1eTKH, BKpHTI ILTIBKOBOIO
06010HK010, 10 200 Mr — Vkpaina
02000406

28662 ynakoBoxk

29110

04/2024

04/2027

Padaxcamin 200 mr

TA6JIeTKH, BKPHTI IIiBKOB0I0 000J0HKOIO
no 14 rabaerox y Gaicrepi;

no 2 6aicTepu B KapTonHii KopoSui
17/06/2024

202402573

ITAJIISA

Homep peccrpaniiinoro mocsiguenms: UA/9360/01/01

HaliMenyBanus, MiCLIE3HAXOKEHI Ta HOMEP JLCH31] JLIBHHIL 3 BUPOOHHIITBA:

AJIB®ACITMA C.1.A., Bia Enpiko ®epui 1, 65020 Ananso (1leckapa) Itamis, aM 147/2022

1JuM 51 3acBindyto, mo HaBexena BuIe iHGOpMAaLis € AOCTOBIPHOIO Ta T0UHOK. I[io cepiro npomyxuii
6yno BupobieHo (BKIIOYAIOH IaKyBAHHSA/MAPKYRAHILT) T2 OPOBEAESHO KOHTPOMS il AKOCTI Ha
BHILE3a3HAYEHIH JiTbHUN Y TOBHIM BiANOBiTHOCTI 3 BHUMOTAMH GMP, BCTanoBIEHHMH MiCIIEEHM
PETYIATOPHAM OPTaHOM, a TAKOX BIATIOBINHO 1o cuermbikaniit, o MicTarses y peecTpaniiinoMy
AoChe abo TOpromiif nilensii kpaiHu-BHpobHuKa a6o KpaiHM-IMITOpTEpa, AKIIO IPOIYKIII0
iMuopToRano, a6o y goche cnenudikamiii Ha mpenapat A AOCIPKYBaHOTO MTiKapChKOro 3acoby.
lipoTokony BHPOGHHITEA, TAKYBaHHA T2 aHATI31B 0yJ10 MEpETIITHYTO Ta BCTAHOBJIEHO BiANOBiIMHICTE

GMP.

YosHOBaxkeHa ocoba

Dr. Bruno De Gregorio

(nionuc)

Pry ue S ASHy by qu 10 LY /ﬁ?




AJIB®ACII'MA

Kourpons sxocti — Ceprudikar anamizy Ne 202402573

IIpomyxt Cepis Ananis Hara Tepmin
BHpOOHHOTBA OPHAATHOCTI
AJIB®A HOPMIKC, 29110 17/06/2024 04/2024 04/2027
TabaeTkn no 200 mr
Awnanis Mexi (831171212101 Pezynerar
Huxns Bepxnsn s
HHA
30BHIITHIH BHTISLY Poxesi, xpyrm, ABoomyKii
TabNeTk, BKPHTI ILTBKOBOI BigmoBsigac
000IOHKOK
InerTrdikanis pudaxcumi IloBunna BigmoOBiDATH : ;
(TIIX) pud M S— BIANIOBImAE
Inenudikanin pudakcuminy ( V@) | [lopanHa BigmoBiaTi R
CTaHaapTy
Kinbkicue BUZHAYEHHA: 190.0 216.0 Mr/Tab
. 200,2
pHbaxcumin
Binomi nomimukn:
pHbaminuy B 0.1 % 0.0(<LOD)
prpaminun SV 0.1 Yo 0.0(< LOD)
putakcamin Y 0.5 % 0.2
pudaminps O 0.1 % 0.0(<LOD)
pudaminmy S 0.1 % 0.0(<LOD)
OKMCHeHH praKCHMIH 0.1 % 0.0(<LOD)
2-aMiHO-4-MeTHIIpHIHH 0.1 % 0.0
OxpeMi He BigoMi JOMIMKH 0.10 % 0.08
Cyma moMimok 1.0 % 04
Pozurnenna (ae merme 70 % (Q) 70 % 90
yepes | ronuHy)
OaHOPIAHICTE AO30BaHHX OHHAULE TlosiuHa BimmorizaTu .
€ap.Dapm.
Cepenns Maca 339.5 373.1 Mr 362.9
Inenruoikania samsa okcuy Ilorunna BignoBigaTH e
YEPBOHOTO
Boaa 5 % 34
Posnaganns 30 XEB. 2
Mixkpobionoriyua umcrora
-3araJbHa KiTsKiCTh acpoOHHX BIINORBi1a€
Mikpoopranizmis (TAMC)
- 3arajbHa KUIbKiCTh rpHGIB Ta
JPIKAXIB
- E. coli
IlpumiTka:

Jo3Boaeno




JAEPKABHA CJIYXKEBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHCEBI

npos. Hagit Caitnuanai, 3. 02099, ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Kon CAPITQY 37079055

BHCHOBOK
npo sAKicTh BBe3eHOro B YKpaiuy aikapchkoro sacofy

05.09.2024 Ne 45415/24/26

AJIBPA HOPMIKC

(aiiMenyBauuz nikapekkore 3acoBy 3rimio 1 peecrpauifinn nocsinuenuar)
TadneTkH, BKpUTi MIisKkoBoio obononxoro, mo 200 mr, no 14 Taéaerow y daicrepi; no 2
faicrepu B xapTonuiil KopoOui

(hOpMa BUNYCKY. AOSYBAHIN, BK1 NEKYBANNA AiKAPELEOTD 30c00y)
Homep peectpanititoro moceinuennn UAS9360/01/01 crpoxk aif peecrpauiiinore nocsinuciiis HeoOMexeH it
Cepia nixapcbkoro 3acoby Ne 29110 KinbkicTh naeseroro nikapcsrkoro 3acoby 28662

BHpOGHHK Anptacirma C.nLA., ITanis

(uativenynanna sHpoBHUKA AiKapebkoro sncoly. Kpaika ROXOKCIINA)

Boeseno B Vrpainy Tosapucteo 3 obmexenoro signosinaanuicrio "COHA-
GOAPMEKCIM", inenr. kon: 40130755

(uadisieny pasits ta xos 3a CAPIOY opuansiol ocoln afo upiamime, iM's, no Savnkoni hizwamod
ocoBH - nignrprcMus, §T Miclic npoxHBNHDA T2 peccTpaLtidiHuil nosep ofAikonot KApTRK IETINKY
norkis AGO cepis Ta HOMEP NECNOPTA}

[povoxon BizyameHore xeutponto sin 05.09.2024 Ne 2960/4.

kuit  3acid weezeto B Yipaiuy 3

3a pesynbTATaM¥  AEPHABHOTO KOHTPOIO  BCTANOBNEHO. 1O fika
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AJIBPACITMA

HaiiveryBaHms MpoayKIii:

Kox mpoayxuii:

Posmip cepii:

Cepis:

Jlata BrpoOuumTRa:
Tepmin npunarnocri:
Cuna pii/axrasricrs A®I:
Jlixapceka dopma;

Po3Mip Ta T naKyBaHH::

Ananis:
Ceprudikat ananisy Ne:

Hepixasa-supoOrmx:

1/

CEPTH®IKAT CEPIi

AJTb®A HOPMIKC, Tabnerkn, BKPHTI IUIIBKOBOID
obonxonkoro, mo 200 mr — Ykpaiua
02000406

19554 ynaxosok

29932

09/2024

09/2027

Pudaxcamia 200 mr

TabJeTKH, BKPUTi INIBKOBOI0 060JI0HK010
uo 14 Tabaerox y Gnicrepi;

no 2 GiicTepn B KapTONMiii Kopobni
04/11/2024

202404366

ITAJIISX

Howmep peectpaniiinoro mocsiggernns: UA/9360/01/01

HatimerryBauns, MicHesHaxomxeHss Ta HOMep mineHsii JinpHuni 3 BHPOOHHIITBA!
AJIb®ACII'MA C.n.A., Bia Enpiko Depui 1, 65020 Ananro (Ileckapa) Itamis, aM 147/2022

Inm 2 3aceinTyro, mo HaBefena Rume indopmartis e yocroriproIo Ta TOYHOWO. Iro cepiro mpomyxmii
Oymo BHPo6Nero (BKII09AI09H NaKyBaHH:/MapKyBaHH:) Ta IPOBEIEHO KOHTpOME i sxocTi Ha
BUINE3a3Ha4enil NMEHAL] v TOBHiH BiANOBIiNHOCT] 3 BUMOoramm GMP, BCTAHOBIEHHMH MiCIIEBHM
PETYIATOPHAM OPraHOM, a TAKOX BiANOBINHO Ko crenmbikaniit, mo MicTaTsCs ¥ peecTpaniiinomy
Rocke abo Topro.iit ninensii xpainn-BupoGuKa 260 KpalHu-IMIIOpTepa, AKII0 HPOAYKL0

IMIIOPTOBAHO, 260 y Aocke crenm
IIpoTokonu BupoOHuIITRA, MaK

GMP.

YnosaosmkeHa 0coba

Dr. Bruno De Gregorio

(nionuc)

dixaniit Ha npemapat ;I KocHiKyBaoro TiKAPCHKOro 3acoby.
YBaHIL1 T4 aHal3iB GYJI0 IeperiHyTo Ta BCTAHOBICHO BiMIOBiNHICTE




AJIB®ACII'MA

Kontpoms axocri — Ceprudikar agamizy Ne 202404366

ITpogyxT Cepin Axnamiz Jata Tepmin
BUPOOGHMITBA UPUIATHOCTL
AJIbDA HOPMIKC, 29932 04/11/2024 09/2024 09/2027
Tadaerkn no 200 mr
Amnaiz Mexi Omeraait PezyneTar
BHMIpIOBa
Hmxus Bepxus S
30BHIOHIM BUTIAR Poxeri, xpyrm, asooryxmi
TabIeTky, BKPHTI IUIIBKOBOIO Bi/IIOBimae
060NnoHEKOI0
InenTudixanis pudaxcminy IoruuHa BigmoBinaTn . .
(TIIX) S— BIIIIOBiiae
Inentudixania pudakcuminy ( Vo) | Hoeunna sinmosinatu o —
CTaHNAPTY
Kinbkicue Bu3HageHE: 190.0 210.0 Mr/Tab 207.7
prdaKcHMin 3
Binomi nominme:
pudaminmn B 0.1 % 0.0
pudamimun SV 0.1 % 0.0(< LOD)
pudaxcumin Y 0.5 % 0.3
pudaminun O 0.1 % 0.0(<LOD)
pudaminms S 0.1 % 0.0(<LOD)
OKHMCIEHUH pHGpaKcHMin 0.1 % 0.0(<LOD)
2-aMiHO~4-METHIMIpY AN 0.1 % 0.0(<LOD)
Oxpemi He BifgoMi ToMimKH 0.10 % 0.07
Cyma nomimox 1.0 % 04
Pozyunenns (ge Mexme 70 % (Q) 70 % 87
gepes 1 roguny)
OnnopinHicTs J030RAHMX OMMHEMIE Hosngr;; Ejigt;:mam SiGEae
Cepepra maca 339.5 373.1 MT 363.7
InenTudikania samza OKCUIY TloBumna BignoBimaTH sironline
SEepPBOHOI0
Boma 5 % 3.7
Posnananms 30 XB. 3
Mixpo6Gionoriuna querora
-3aralbHA KiBKICTE aepoGHux 1000 KYO/r | einmosinac
Mikpoopranizmis (TAMC)
- 3aralbHa KiNlbKiCTs IPUbiB Ta 100
IpLKIKIR
~ E. coli Bincytricte B 11
IpumiTka: Tonosa siztiny KoRGRDIO KA,
Dr. C. TrezzaxCouts a0ty
Hozsoneno (miamic) 04.11.2023




HEPKABHA CHYXEBA 3 JIKAPCBKHUX 3ACOBIB
TA KOGHTPOJIO 3A HAPKOTHKAMHE y m. KHEBI

npos. Hagii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kop €APIIOY 37079055

BHCHOBOK
Npo AKICTH BEE3eHOro B YKpainy JikapesKkoro 3acofy

11.12.2024 Ne 66549/24/26

AJB®PA HOPMIKC

(uaiisrcHynanta Hikapcbkoro 3aceby 3rifuo 3 peecTpauliinum nocaiguenIsm)
TabJerky, BKpATI nuisKeBoIo 060a00K010, 10 200 Mr mo 14 Tabneror y Giicrepi; mo 2
f.ricrep B KAPTOHHIi kopobui

(thopMa BEAYCKY, AO3YBAKHHA, BUA NAKysanua Jikapcekoro 3acoly)
Homep peecrpaniiinoro noceiguenns UA/9360/01/01 crpok aif peecrpanitinoro nocsinuenns HeoOMeKeHHH
Cepin nikapeskoro sacoGy Ne 29932 KinekicTs BBe38HOrO Aikapeskoro aacoby 19554

BupoGiux Ansdacirma C.n.A., Itanis

(uatiMeHyBaKEA BUpOGIHHKA RikapcLKOro 3acofy, KPATHA MOXOMHCHI)

BaezeHo B Yrpainy TosapueTro 3 ofmexenoro Bixnosinamsnictio "COHA-
DOAPMEKCIM", inent. von: 40130755

{salimouynai Ta kog 3a EJIPTIOY wpanwiiol ocobu abo npissnue, im's, no Gatskoni disnsol
ocoefi - nianpHesu, T Micute npoxubatig Ta peecTpauifinnit HoMep ofnikopol KAPTKH NAATHHKE
nogarkis a0 cepist Ta HOMED NAcnoOpTa)

IlpoToxos sizyansHoro Koutpono sin 11.12.2024 Na 4228/1.

3a pesynbTATAMH JIEPKABHOTO KONTPONKO BCTAHQBNEHO, WO Aikapcekuii  saci6 BeezeHo B Vkpaiy 3
JOTPHMAHHSM BUMOT 338KOHOAABCTBA WOAO 3a6e3rneucHa AKOCTI NikapchyH aacofie.
o
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