JEPXKJIIKCITYXXBA
JAEPKABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKIN OBJIACTI

rpocniexT Banepis Jlobanoscekoro, 51, m. Kuis, 03110, Tes/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
NPO SAKICTh BBE3CHOI0 B YKPAiHY JIIKAPCHKOI0 32c00y
06.09.2022 Ne 33292/22/10
HEPCEH®/PERSEN

(HaiiMeHyBaHHS JIIKaApCHKOI0 3aco0y 3TiIHO 3 PeecTPaLliiiHUM IIOCBITYCHHAM)
TabJaeTKN, BKPHUTI 00010HK010; 0 10 TadeTok y OJicrepi; no 4 0J1icTepu y KapTOHHIN
KOpoO1i

(bopma Bunycky, 103yBaHHs, BU IAKYBaHHS JTiKapChKOTo 3ac00y)
Howmep peectpaniiinoro nocsingenns UA/9536/01/01 crpoxk aii peectpauiitnoro nocsizuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne 10322B KinskicTh BBE3€HOTO NliKapchkoro 3acoby 6656

Bupo6uux CODAPMA AJl, Bonrapis

(naliMeHyBaHHs BUPOOHMKA JIIKAPCHKOTO 3ac00y, KpaiHa HOXOIKEHH)

Baeseno B Ykpainy ToBapucrBo 3 00mexenoro Bixnosigaasnictio "3EHTIBA
YKPAIHA", izent. kox: 38804488

(naiiMenyBauHs Ta ko 3a €/IPIIOVY ropunmusoi ocobu abo mpi3Buiue, im's, mo 6aTbKOBi
¢izuyHOT ocobu - mianpuemis, if Micie NPOXKUBAHHA Ta peecTpaniiiHuil HoMep 00IiKOBOT
KapTKH IIATHHKA TOAATKIB a00 cepist Ta HOMep Macrnopra)

IIporokoa Bisyansnoro konrpomo six 23.08.2022 Ne 2069/2.

3a pe3ysbTataMy JAEPXKABHOIO KOHTPOJIO BCTAHOBIEHO, INO JHKAapchkuil 3aci® BBe3eHO B YKpaiHy 3

JOTPUMAHHAM BuMOT 3aKOHOJABCTBA MO0 3a0€3IeYeHHs AKOCTI JTiKapChKUX 3aC00iB.
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Ha odiuinHomy 6nanky komnanii Copapma

Ceptudikar aHanisy Ne350 / 15.04.2022

Hassa npogyTy: fIEPCEH TabneTtku BkpnTi 0601HKO, N0 40 TabNeToK B ynakosL,
Homep cepii: 103228
TepmiH NpUaaHOCTI: 03.2024
KinbKicTb, ynakosku: 20 312
CON wogo siabopy 3paskis Ne: 22-AE-019
PuHok: CnoBakis
AHaniTMyHa QOKymeHTauis No: 57/0700/94-S
Ne Tectun Cneymndikauia Ta cTaHgapTm PeynbraTtu
1. | Onuc LLioKo1iaA0-KOPUUHEBI, KPYIAi, Bianosigae
LBOAKOBUNYKAI TabAeTKK, BKPUTI
060nHKO0
2. | OoHOPIHICTL Mmacu +15% +3,2/-4,2
3. | Posnag He Ginbiue 30 xB, 3 ANCKaMHK 9
4. | BrpaTa npu BUCYLIYBaHHI He bible 5% 3,36
5. | lpenTudikauin
- EKctpaKr Banepianu {TLLX) Bignosigae Tecry Bianosigae
- EKctpakT menicu (TLLX) Bignosigae Tecry Bianosigae
- EKcTpakT m'aTtu (TWX) Bignogigae tecry Bignosigae
6. | KisbKicHe BU3HaYyeHHsA
EKCTpaKT BanepiaHu BOAHO- 35,0 mr/Tabn. + 5% 35,98
eTaHOoNbHUI cyxuid (eTaHon 70 % (33,25 —36,75 m/1361.)

{06/06) (4-7:1) (y nepepaxyHKy
Ha KucaoTy BanepiaHosy) (UPLC)

ExcTpakT nMcTS MeNicu CyXui 17,5 mr/Tabn. + 5% 17,19
(etanon 50 % (06/06)) (3-6:1) (16,63 — 18,38 mr/Tabmn.)
(y mepepaxyHKy Ha KHCIOTY
po3mapuHoBy) (BEPX)

Exkcrpakr JIACTS M'TH 17,5 mr/Tabma. £ 5% 17,19
nepuenoi cyxuit (ertanon 40 % (16,63 — 18,38 mr/Tabu.)
(06/06)) (3-6:1) (y
NepepaxyHKy  Ha  KHCJIOTY
PO3MapUHOBY)

7. | Mikpo0ioJioriyHa YucToTa

3aranpHa KUIBKICTH aepoOHUX He 6inpie 104 KYO/r <1000
mikpoopranizmis (TAMC)

3araipHa KUTBKICTH He 6inpme 102 KYO/r <10

IPDKIDKOBUX — Ta  TUTICHSIBHX
rpubiB (TYMC)

Tonepantaux o JKOBU1 He 6inpme 102 KYO/r <10
TpaMHETaTUBHUX OakTepii
E. Coh Bigcyrni /v Bigcyrni
Salmonella Bigcytni /251 Bigcyrni
8. | IlepBuHHE MaKyBaHHSI Bianosijgae 3aTBepIKEeHOMY Bignosinae
MaKeTy
9. | BropuHnHe makyBaHHs Biagnosigae 3aTBEPIKCHOYE §

MakKeTy

BMCHOBOK: Mlikapcbkuit 3aci6 MEPCEH TabneTtku BrkpuTti 060nHKO, MO
103228 signosigac suoram aHaniTUYHO! AOKYMeHTaul. ‘

C2-
Interna
|



Ha odiuinHomy 6nanky komnanii Copapma

10.

11.

12.

13.

CEPTUDIKAT BIANOBIAHOCTI Ne2

BMPOBHNLTBO-TECTYBAHHA-BUIMYCK B PEA/TIBAUIIO

Hasga (ToproBa Ha3ga Ta MidKHApPOAHa):

Hepo3sdacosaHuii um KiHUEBUIN NPOAYKT:

KpaiHa-imnoprep:

PeecTpauiliHe noceigyeHHa:

Cwna pji/akTuBHICTb:

Lo3oBaHa dopma:

Po3mip ynakosKu:

Homep cepii:

[aTa supobHuuTBa (feHb/Mmicaub/piK):
Tepmid npuaatHocTi (Mmicaub/pik):
Posmip cepii:

KinbKicTb YNaKoBOK:

3asBa wono ceptudikauii:

MEPCEH

KiHuesuit npoayk
Cnosakisi
57/0700/94-S

17,5 mr/17,5 mr/35 mr
TabneTtku, BKpUTi 060NHKOW0
40 TabneToK

103228

22.03.2022

03.2024

1 000 000 rabnetok

20312 yn.

Uum nigTBeparKyto, WO HagaHa iHpopmatia € aBTeHTUYHOW Ta TouyHow. [laHa cepia FrOToBOro
NiKapCcbKOro 3acoby Byna BUroToBAEHA (BKAOUAIOUM MaKyBaHHA/MapPKYBaHHA) Ta KOHTPOAL AKOCTI Ha
BMLLEBKasaHOMYy MicLi BMPOOHULTBa ¥ NOBHIK BignosigHocTi 3 eumoramu HBIM Ta y BignoeigHocTi 3
3aTBEePAKEHMMU cneundikaLismm PeecTpauitHOro AOCbE y KpaiHi-imnopTy. 3BiTH o040 BUPOBHULTRA,
NaKkyBaHHA Ta aHanisy byan nepernsHyTi Ta byna BCcTaHoBEHa iX BignosigHicT, sumoram HBIM.

LaTta: 15 KsiTHAa 2022 poKy

Nianuc:
B YnosHoBaxeHoi ocobu: AHi bapaaposa
(kpyrna neuatka Codapmu)

C2-
Interna
|
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Jlek apmaucsnitna komnanis 1.1, Biaa skoeri FDF
Bepormixona 57 Beposwikosa 57
SI-1326 Jhiobasina, Caosenis SI-1526 Jhiobasna, Ciosenis
Tear +386 (0)1 580 21 1] Temn: 1386 (031-580 26 81
Dake: +386 (0)] 568 3517 Baxe: +386 (0)] 568 45 51
CEPTUDIKAT AHAJII3Y
Jlikapesxkuii zacid 896683 TTEPCEH® ral:crkn. BRpHTl 000I0HKOIO
Homep pecerpariifnioro nocsijucnus UA/9S36/01/01
Kpaiua UA
Homep ceptl KV4630
Howmep cepli uepospacosanoro  KN1208/42026449
JKAPCBLKOTo 3ac00y
[apanmerpn Cuenngikanii Pesyabraru
Ko:ip UlokonaHo - KopuuHesi Bijxnosijae
Ornue Kpyri, asoonykm tadierkn. BxpuTi  Bianosizac
[ S ————— - ()60'”()li KOIO . r— U —————— OO
Posma He Ginbioe nix 30 xpuwiny, 0e3 auckis  Bianosig
Brpara B maci p <5% 4%
BHCYLYBaHHI
OnopinicTs Macy + 15 %; BP. €D Bianosijac
benrudixanis (mero THIX)  Excrpakr Banepianu Bijuosijae
Inentudixanis (meton TIHIX)  ExcrpakT MellicH Bianogizae
Lnenwrngikanis (merog THIX)  Ekerpakr m’smu nepuenoi Biynosinac
KinbkicHe prsHaucHus  33.25 — 36,75 wmr/rabnetky, Bkputy 34.91 mritabnerky,
(nageexTuBya plinina  0DOIOHKOW BKPHTY 0D0OJ0HKOIO
xpomarorpadis (UPLC)) Excrpakr Baviepianu BOJIHO-

ctavosnbunii  cyxuit (eranon 70 %

(00/00) (4-7:1) (y nepepaxyury Ha

KHCJIOTY BAJICPIAHOBY)

35,0 mr/rabn. (95 - 105 %)
KiibkicHe BusHaucHus 16,63 — 1838 wmr/raGnerky, Bkpury 17,09 mrfrabierky,
(BEPX) 0DOIOHKOIO BKPHTY 000J0HKOIO

EXCTPaKkT AUCT MeicH cyXuii (eranod

50 % (06/00)) (3-6:1) (y nepepax yHKyY

Ha KHCJIOTY PO3MAPHIOBY)

o 17Swrhabn.(95-105%)

KinbkicHe BrsHaycHus 16,63 - 18,38 wmr/rabnerky., Brputy 17,10 MI/TalneTKYy,
(BEPX) 0B0N0HKOIO BKPHTY 000JI0HKOIO

EKCTpaKT JIMCTS M'SITH MICPLICBOT CYXHit

(etanon 40 % (06/0b)) (3-6:1) (v

IICPEPAXYHKY Ha KHCHOTY

pPO3MapHHOBY)

17,5 mrifrabu. (95 — 105 %)

A e pyriapadi reer. Teor 3ATCHIOCTLCN 3TLUHO0 JTRCP;OKCHOND TPagIRY.
Baes rponsih niane Cropisa 1.2
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Jlex DapnmauesTiHa KoMnatis 1.2

Bepormkona 57

SI-1526 hoGasna, Caosens
Tea: +386 (031 580 21 11
ake: +386 (M1 3683517

Biaaa sxocti FRDF

Beponwxosa 37

SI-1526 JtoDusna, Ciosenig
Tea: 1386 (0)1 580 26 §1
Daxe: 1386 (1)1 568 45 81

CEPTUOIKAT AHAJII3Y

896683 TIEPCEH® rabacrky, BKpHT 000:10HKOK

Jlikapcnkiii 3acid

Hosep pecerpatiiinoro nocsindetns

Kpatua

Honep ceptd

Hoxaep cepii
JIKAPCLKOro 3acody

HC})()TS[")'JC()BHHOl'()

UA/9536/01/01

UA

KV4630
KNI1208/42026449

Hapamerpn

Cuenndikanii

Pesyabraru

Mikpobiororiuna uncrora: €O
5.1.8B

3arajgpHa KUIbKICTH acpoOHHX
mikpoopramizmis (TAMC)

He 6impiue 10* KYO/r

<1000 KYO/T

3arasibya kinbkicts He 6inbie 107 KYO/T <10 KYO/r
JPIAGEKOBHX 1A TUHCHABHX

rpudis (TYMC)

Toxcpawruux g0 sxowui  He 6inbue 107 KYO/r 0 KYO/r
rpaMHeraTuBHUX OakTepii

E. Coli Bincyrhi /r Bianosinae
Salmonella Bigcyrui /25 ¢ Bianosijiae
30¢piranns Ipu Temnepatypi ne Buiie 25 V'C

Hara

25.08.2020

Biutia sKoCTi

Maprita "an

Eoresipon i I

il peer, Tor 3aiicaion LOs 3L A TRCAKCIOre rpadivy.
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SANDO

[Tocunanus: 0110201440

A Novartis
Division

Buaanuii:

Jlex MapmalienTHINA
KOMUAHIS JLIL
Beposuikosa 57
1526 Jliobasna

Cuoseris

Tea: +386 1 5802111
daxc: 1386 1 5683517

www lek s

Jhiuensia Ha BUPOOHHIITBO!
800-8/2020-5

CEPTH®IKAT BIAITOBIZIHOCTI

Marepiasinua naszsa:
Toproseanua nassa:
Hosyeanns/Cuaa aii:
Jixapevxa gopma:
Tun nakypamus:
Posmip ynaxoswn:
Marepiaapinit Ne:
Homep cepii Canuos:
Hara pupodunsa:

Teparin npuaaruocri:

Bupouuua  airepuns,
o BinoBiaac 3a
BHPOBINLTBO:

Bupodnuua  aiinumus,
HLO BIANOBIAAC 32 BHIYCK
cepiii:

Bupobuuyua  gianuuus,
o BiHORIAC 33
't'ecrylsamm:

Kpaina intopry:
Vipaiua

NEPCEH 17,5/17.5/35 MT" 40 SCT UA
[MEPCEH®

3ISMIT+ 175MI0+ 17,5 M
TABJIETKH, BKPHTI OBOJIOHKOIO
BJICTEP

4 04.x 10 oa.

896683

KV4630

KBITEHL - 2020

BEPE3ZEHD « 2022

NEK QAPMALEBTHYHA KOMITAMIS AL

TPIMJILHT 24
9220 JIEHAABA
Cronenis

JAEK GAPMALIEBTHYLA KOMIIATIST AL

TPIMUAIHIT 24
9220 JIEHIABA
Caosenis

JIEK PAPMALIEBTHUHA KOMITAHTS L.

BEPOBILIKOBA 57
1526 JIHOBJISHA
Cuosenis

Hontep peccrpauniiitioro nocsizaennsi:
UA/9536/01/01

Tun BunycKy:
Hara sHuyceky:
Kisiskicrs

BHIIYILEHOTO
HPOYKTY:

Homep aiensii

Honmep niuewnsii:

Homep aineusii:

Bunyex y puiok

01 wowrns 2020
POKY
36864 o

800-8:2020-5

800-8/2020-3

R00-8:2020-5

Komnowenru:

Marcepiadanunit nosep:
Beworo
IPOIYRTY:

Bupofnunua ainsnius:

uepm(bzl(‘(a BAHOIO

[EPCEH SCT 17.5+17.5+35MT §103 GE

42026449
1487716 on.

Heposdac. npoaykr

JEK  ©PAPMALEBTHHHA KOMIAHIA  Hosep ainensii:

/‘rl‘irL
BEPOBILIKOBA 57
1526 MIOBJISHA
Cnosenig

Cropinxa 1.2

Hoxep cepii:

KN1208

800-872020-5

FITLAGICHIE 15 CACKTPOIOMY BHISAL 3L 3 ¢ FNLAAPTIMY CACKTPOBHONG ey Caios




A Novartis : Bupannii:
SAN Do Division Jlex MapmanesTuna
KOMUaH1s$ AL
Beposuwikosa 57
1526 jlobasua
CaoBeHn
Ten: +386 1 5802111
daxe: F386 1 5683517
wivw ek.si
Jlinensis Ha BUPOOHHILTBO!
800-8/2020-5
flocwmannsa: 0110201440

CEPTUDIKAT BIAINOBIJAHOCTI

Marepiajgbna Ha3pa: MEPCEH 17,5/17.5/35 MI" 40 SCT UA
ToprosenbHa Ha3sal [MEPCEH®
Marepiaanuuii Ne: 896683 Hostep cepii KV4630

Canos:

3assa wone ceprudiranii

1M niATBeppKyIo, 1o Majana inQopMalis ¢ aBTeHTHYNOW Ta Tounoio. Jdamwa cepis rotomoro aikapenkoro saceby Gyna
BUTOTOBNCHA (BKINOUAIONN (AKYBAHHAMAPKYBAHHA) T4 KONTPOAb SKOCTI HA BHIICBKA3aHOMY Micui snpoBHuursa y noswiit
sisnosintocti 3 simoramu HBT1 ta y siqnonianocti 3 sataepiokeHumi cretndikaiiamy Pecerpantiitnoro gocke y kpaiui-imnopry,
IpiTh 10040 BUPOBIHUTEA, NAKYBAlLL Ta ananizy Gy neperasiyTi Ta Gyiia Beranosaena Ix pianosiaicrs sumoras BT

Kosenrapi 2o ceprudirary:

HporsroM npouecy BUpOSHHLBA T3 1RKYBAHHA 1 GYII0 BHABJICHO BIAXHICHE, LIO MOKYTh BILTHBATI 13 BHIYCK AaH0TO
JHKApeLKOI0 3acoly y pruuok. Hepsinie nakysanus Oy:o saiiicneno na Jex apaaucsriuia kosnanis 1, Tpixyain
271, 9220 jleupasa, Cnosenis,

Japecerponanuil posmip ynaxonki: 10 1afaerok y Guricrepi: 4 Gaicreps y kapronniii kopobui.

Bunyer cepit/Ceprudikanis Sy.a sailicnuena: Hauiaa benko, Yuosnosakena ocoba 3 aK0CH
Buuyex cepii/Ceprudiranin nara/uac: 01 swosrus 2020 poxy, 12:39:20 UTC
Cepragirar fys crsopenuii Jara/uac: 01 wowrusg 2020 poky, 12:40:22 UTC

Cropinsa 272 FITAENCANO B CACKH POHHOMY BIITAT IO 5 CTAILAAP 1AL CACK T POHIOFO HAmICY (ol




n hln A Novartis : Bumannii:
Division Jex DapyauerTHUHA

KOoMManis a.1.
Beposuikona 57
1526 fTrobasua
CaoBeHis
Tea: 4386 1 5802111
Maxc: +386 1 5683517
wwiy lek s
Jlinensis na BUPOOHHITBRO:
800-8/2020-5

IMocumanus: 3006200948

CEPTU®DIKAT BIAITOBIAHOCTI

Marepiaanna Haszpa: NMEPCEH SCT 17.5+17,5+35MI" S103 GE
Hosysannn/Cuaa aii: ISMI = 175MI+ 17,5 M7
Jirapcenra hopma: TABJETKH, BKPHTI OBOJIOHKOHO
Marepiaawuuii No: 42026449
Homoep cepit Canjgos: KNT208
HAata supoduunrea: KBITEHL - 2020 Hara sunyexry: 30 YePRHS
2020 poky
Hata norropuoro  TPABEHD - 2021 Kianskicts 1487716 oa.
TCCTYBAHHS BHITYHICHOTO
OPOAYKTY!
Bupodnuya gineuuns: JIEK  DAPMAILIEBTHUHA KOMITAHISA  Homep 800-8:2020-5
JIWIR ginensin:
BEPOBIIIKOBA 57
1526 THOBJIAHA
Citosenis
Komnonenru:
Marepiaakna Haiga: MELISSA OFFICINALIS SEBO PW UD GE
Marepianbnuit Hovep: 40004873 Axrusaitit apm.inrpeiienr Howep cepilt B344918
Bupobunva ginLuuua: SELECT BOTANICAL, S.L..
Parcela 3BJ calle B
Poligono Industrial de Bunuel n. 3
31540 Bunuel (Navarra)
Ienawist
Bupodiuuna cepin: 01020103249- |
Komuouenwru:
Marepiaianna naspa: VALERIANA OFFICINALIS N SEBOQ PW
UD GE
Marepiaabuuii Homep: 40004871 AxTusuuil Gapa.inrpeaienT Hoyep cepii: B360187
Bupofyunua aglasnns: SELECT BOTANICAL, S.L.

Parcela 3BJ calle B
Poligono Industrial de Bunuel n. 5
31540 Bunuel (Navarra)
Icnanig
Bupobuuya cepin: 017102043311

Cropinga 122 FHAMICAHD B CORRTPOHROMY BHTASUT 0 UHO 3 CTaIapTaMi R TPOHIONO ninHey Canior




j A Novartis Bupanmii:
SAN Do Division Jex QapMaLEeBTHUHA

KOMIaHis ji.1.
Beposuikosa 57
1526 fToGasua
CaoBeHis
Ten: +386 1 5802111
M®axc: +386 1 5683517
www lek.si
Jlinewsis ia BUpOOHHMIITBEO:
800-8/2020-5

[Mocunanusa: 3006200948

CEPTUDIKAT BLANNOBIAHOCTI

Mavrepiannna nara: NMEPCEH SCT 17,5417 5+35M1" 5103 GE
MaTepianbuuit Ne: 42026449 Honep cepit KNI1208
Caujos:
Koynouenru:
Marepiaibna HazBa: MENTA PIPERATA N SEBO PW UD GE
Marepiangnuuii HoMmep: 40004872 AxtuBnuii hapm.iHrpeienHT Honep cepii: B560193
BupoOauyua tiasuuns: SELECT BOTANICAL, S.L.

Parcela 3BJ calle B
Poligono Industrial de Bunuel n. 5
31540 Bunuel (Navarra)
leranis
Bupodnnua cepin: 010301053301

3asBa oo ceprudikanii

Ll nrrgepyukyto, sei eraie BHpoSuuitrRa crocorno Texivnoi Yroam 3 sikoceti Oyim 3iifcHeni y nosuii
piANnosLHoCT 3 susoram GMP, sateepjokerux 8 €C, Ta JI0 yMOB, 3a3HaY9EHHX B Y100 1010 300e311eHeHHs
BLUIOBLHOCTT BHAOTAM peecTpaliiinoro (-ux) nocBiucHus(-1b), mo repeabaucno [KourpakTogariiem/ spoSHuKom,
(10 HPOROUITE KOHTPOSIL HKOCTI Ta BULYCK cepii].

Koxzenrapi 1o ceprudiary:

[Iporsroy npouecy BUPOSHHITEA He OYI10 BHABICHO BLAXILICHE, 1HO MOWKYTh RITUBATH HA BHIYCK JAHOI0 JHKAPCHKOTO
3ACO0V Y PHHOK,

Buuyek cepii/Ceprudirauin dyiia 3iijicnena: Mapina [Moaecnik, YnosHosaxena ocodu 3 kot
Bunycer cepii/Ceprndixanin para/ac: 30 wepsnst 2020 poxy, 07:46:40 UTC
Ceprudivar 6y creopesuit Jara/mac: 30 ueprns 2020 poxy, 07:48:07 UTC

Cropinga 272 *IAnICHio B CACKTPOINIAMY BHIAA 37 A0 3 CAHAGIIaMI CRRKTPOIIOTO mamicy Canawos




JEPXIIIKCITY XBA
AEPKABHA CJIIYKBA 3 .JIIKAPCI:RI{IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBLKIN OBJIACTI

npocnekT Banepis JloGanoscrkoro, 51, m. Kuig, 03110, ten/dpaxc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua,https://www.dls.gov.ua, Kox CIPIIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3eHOro B YKpainy JiKapeLKoro 3acoby

09.03.2021 Ne 8144/21/10

INEPCEH®

(HabiMeHYBaHHs TikapcbKoro 3aco6y 3rizHo 3 PEECTPALIifHAM ITOCBi AY9EeHHTM)
Ta0JIeTKH, BKPHTI 06010HK010, 10 10 Ta61eToxk Yy Oaicrepi; no 4 Guicrepn y KapTOHHIH
KOpooui
(bopma Bunycky, nosymanus, pua HaKyBaHHA JIKapCLKOro 3acofy)

Homep peectpariitoro moceimaenas UA/9536/01/01 CTpoK Jii peecTpanitinoro nocsimuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne KV4630 Kinexicts Beeseroro mikaperxoro sacoby 10000
Bupo6Huk Jlex Papmanepruuna KoMIoanis 4., CnoBenis
(HaliMeHyBauus RUPOGHIKA aikapeskore zacoby, kpaiba MIOXO0[XKEHHA)
Bresero B Vkpainy CuinbHe ykpaincbko-ecTonchKe mAnpAemMcTBO y dopmi ToBapHCTBA
3 00MeKeHOI0 BiIMOBiaIBLHicTIO "OnrimMa-®apm, JITI", izeur. xox:
21642228

(nadiMenyBanng Ta kox 3a €JIPTIOY HOpHIITHOT 0co6u afo npisemime, iM's, o GaTBKOBI dizwanoi
0COGH - miAmpHemus, ii MicLe IPOKUBAHHA Ta PeecTpaniinui HoMep 06TiKOBOT KAPTKM TIATHIKA
nonatkis aGo cepist Ta HoMep macropra)

HpoTokon Bisyansuoro koutpomo six 25.02.2021 N 0500/1.

3a  pesymbTaTaMM  AEpKABHOTO KOHTPOIXO  BCTAHOBIJIEHO, INO JHKApCHKHI 3aci6  BBe3eHO B Vkpainy 3
AOTPHMAHHAM BHMOI 3aKOHOI3BCTRA mMono 3abe3nedeHEs AKYCTI JIKAPCHKHX 38C061B.

!r:
«’ f Orexciit COHOI[PAI‘;I”

(Hmm{c)(/ (ininiany Ta npizpuwe)
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SANDO

Tlocunanna: 0110201837

A Novartis
Division

Bunanmii; 7
Jlex Mapmaitesryyna
KOMIMaHis i.1.
Beposikora 57

1526 Mobnaua

Crosenis

Ten: +386 1 5802111
Dakc: +386 1 5683517
www.lek.si

Jlinensist Ha BUPOGHMLITBO:

800-8/2020-5

CEPTU®IKAT BLINOBIIHOCTI

ITVIaTepia.rILHa Ha3Ba;
Toproeennua nasea;
HosyBauua/Cuna aii;
Jikapceka popma:
Tun nakysanusn:
Posmip ynakorkn:
Martepiantanii No:
Homep cepii Canpos:
Hara pupobuuurea:

10 BiANOBINAE 32 BHMYCK
cepiii:

BupoBunyua  ainbunus,
10 Binmosinae 3a
TeCTYBAHHA:

Kpaina imnopry:
Yxpaina

INEPCEH 17,5/17,5/35 MIC 40 SCT UA
[TEPCEH®

3I5MT+17,5 Ml + 17,5 MIC
TABJIETKH, BKPHTI OBOJIOHKOIO
BJIICTEP

4om x 10 ox.

896683

KV4631

YEPBEHE - 2020

Tun Bunycicy:

Hara Bunycky:

Tepmin npugaTHocTi: TPABEHB — 2022 Kinpkicrs
BUIIYLHEHOTO
NPOAYKTY:

Bupobuuua  pinemnus, JIEK DAPMALIEBTHYHA KOMITAHIS A Homep ninensi:

o Bianosinae 3a  TPIMIJITHI 2

BHpPOOHUNTBO: 9220 NEHJABA

Cnoseuis
Bupofunua  aiaeauua, JIEK CAPMALEBTHYHA KOMITAHLS L. Homep ninensit;

TPIMJIIHI 2]
9220 NIEHIABA
CrnoBenis

JEK ®APMAIEBTHYHA KOMITAHLS pIgis
BEPOBIIUKOBA 57

1526 JIIOGJIAHA

Cnosewnis

Hontep ninensii:

Homep peecrpauiiinoro nocsiguenms:
UA/M536/01/01

Bunyck y punok

01 sxorTHA 2020

POKY
4488 on.

800-8/2020-5

800-8/2020-5

800-8/2020-5

]

KommonenTu:

Marepiannna nasea:
Marepianbunii Homep:

NPONYKTY:
Bupobunya ginbuuys:

Bevoro  neposgacopanoro

IIEPCEH SCT 17,5+17,5+35MTI" SI03 GE
42026449  Heposdac. NPOIYKT
1442698 on.

Homep cepii:

JIEK OAPMAIEBTHMYHA KOMITAHIS
.

BEPOBUIKOBA 57

1526 MIOBNISIHA

Cnosenis

Homep Jineusii:

KR7386

800-8/2020-5

Cropinka 172

Brx cu p"00¢
0l 0 2r 75

—

*[Tiznucase 8 CIIEKTPOHHOMY BULTIANI 3riZHO 3 cTAaBgapTanu CNCKTPORHOTO niamncy Cannos




¢ A Novartis Bunanmii: |
SAN Do Division Jlex Dapmauesriyna

KOMIIaHifA /1.0,

Bepormikosa 57

1526 JTrobmana

Crnogenis

Ten: +386 1 5802111

Dakc: +386 1 5683517

www.lek.si

Jlinensis na BHpoGHMLITRO:

800-8/2020-5

CEPTU®IKAT BLAMTOBUIHOCTI |

Hocunanrs: 0110201837

Marepianeua naspa: IEPCEH 17,5/17,5/35 MI" 40 SCT UA T

ToproBeibHa Ha3Ba: NEPCEH®

Marepianbunii No: 896683 Homep cepit Kv4631
Canpos: ]

3anBa wiono ceprudbikanii

LM niareepmxyio, wo mnagana indopmanin ¢ asremTHyHOWO Ta TouHOK. [laHa cepis roromoro JIKaPCLKOTO 3acody Gyia
BHIOTOBNEHA (BKJIK)YAIOYM HaKyBaHHs/MAPKyBaHHS) Ta KOHTPOIIL AKOCTI HA BHIUEBKA3AHOMY Micui BHPODHHICTBA y TIOBHIi
BlanosinHocti 3 Bumoramu HBIT 1a ¥ Bignoaignocti 3 SATBEPAMEHUMH cuenuikanisMi Peectpaniitoro nocne ¥ Kpaiui-iMmopry,
3BiTH U100 BHPOGHNMYTEA, NAKYBAHHA Ta aHanisy 6y nepernauyTi Ta Gyna BeTanoBNena ix BIANOBINHICTE BitMoram HBIT.

Komenrapi no cepTHIKATY:

Hpordrom npotlecy BupoGumITEa T2 NaKyBaHHs He GyJl0 BUABNEHO BinXinens, mo MOXYTh BIUTHBATH Ha BHITYCK /IAaHOrO
JikapceKoro zacedy y puHoK. Ilepsunse nakysanug 6yno 3aificHeHo Ha Jlex DapmauesTHYHA KOMITAHIA 1.1, Tpimnini
2]1, 9220 Jlenpara, Criosenis.

3apeectpoBaimii posmip ynakosku: 10 Tabnerox vy Gaicrepi; 4 BricTepu y kaprouHiit Kopobui.

Bunyci cepii/Ceprudikauis Oyna saiiicnena: 3opan Tpoct, YnopHOBakeHa 0co6a 3 1KOCT]
Bumyck cepi/Ceprudikauin gara/uac: 01 sxorTHA 2020 poky, 17:36:51 UTC
Ceprudicar Gyp crBopennii Jarajuac: 01 xomTHA 2020 poky, 17:37:36 UTC

Cropinka 2/2 *[lingnucano s CHEKTPOHHOMY BUTIIAAL 3TiAHO 3 CTaHmapTamMu ENEKTPOHHOTO Nianucy CaHue:




Jlex QapmanesTHuna KoMmanis 1.

Bepoguikosa 57

SI-1526 MMobnaua, Cnosewis
Ten: +386 (0)1 580 21 11
Pakc: +386 (1)1 568 35 17

Bigain sxocti FDF

Beposlukopa 57

51-1526 Jlro6nsua, Crosenis
Ten: +386 (031 580 26 81
Daxe: +386 (0)1 568 45 81

CEPTU®DIKAT AHAJI3Y

896683 TIEPCEH® Tatnerky, BKPHTI 060TOHKOO

Jlikapebkuit 3aci6

Homep peectpauiiinoro nocsiguenns

Kpaiua

Homep cepii
Homep cepii
MKApCEKOro 3acofy

UA/9536/01/01
UA
KV4631

Heposgacosasoro  KR7386/42026449

Ilapamerpu Cnenudgikanii PesyanraTn

Komnip Mokonanmo - KOpPHUYHEB] Bignosizae

Onuc Kpyrai, npoortykni radnerxa, BrpuTi  Bignosigae
0bonoHKO00

Posman He Ginplue aik 30 XBAIMH, Oes guckis  Binnorimac

Btpara B Maci npg <5% 4%

BHUCYIIYBaHH]

Onnopianicts Macu +15%; BP, €d Binnosigae

Lrenrudixanis (metox TIIX) Excrpaxt panepianu Bianosinae

InenTudikauis (Meros THTX)  Excrpakr Memicu Bimmosinae

LnenTudikamis (meTon THIX) Exerpakr M’ ari HepueBnol Binmorijae

Kinrkicue BU3HayeHHus 33,25 — 36,75 Mr/TabileTky, BKpuTy 34,86 Mr/Tabnerxy,

(nanedexTunHa PIIMHHA 0GOJIOHKOIO ' BKPHTY 000JI0HKOI0

xpoMarorpagiga (UPLC))

Excrpakr BaJiepiaHu BOIHO-
CTAHONBHUH cyxuil (etamon 70 %
(06/06) (4-7:1) (y NCpepPaxyHKy Ha
KHCIIOTY BajlepiaHoBy)

35,0 Mr/Tabu. (95 — 105 %)

Kinekiche BA3HaYeHHs 16,63 — 18,38 Mr/Tabnerxky, BKpUTY 16,99 Mr/TabieTky,
(BEPX) 000TIoHKOKO BKPHUTY 00OJIOHKOIO
Exctpaxr nuers Memicn cyxuit (eraHon
30 % (06/06)) (3-6:1) (y NIepePaxyHKy
Ha KHCTIOTY PO3MAPHHOBY)
17,5 Mr/rabm. (95 — 105-%)
Kinpkiche Br3Ha4YeHHA 16,63 — 18,38 MT/TabreTky, BKpUTY 16,99 MI/Tabnerky,
(BEPX) 000JIOHKO BKPHTY 000JIOHKOH)

ExcTpakT siucts M'atu nepuesof cyxuh
(eTaom 40 % (06/00)) (3-6:1) (y
NEPEPaxyHKy Ha KHCIIOTY
PO3MapHHOBY )

17,5 mr/rabn. (95 — 105 %)

* He pytunsnit tect, Tec aniHcHIoETca 3rIAHO 3ATBEPAMCHOTO rpalixy.

Enexrpounuii nignue

Cropinka 1/2




Jlex GapmanesTuHa KOMNaKis 1.1,

Beposuikoga 57

SI-1526 Mwbnaxa, CroseHin
Ten: +386 (0)1 580 21 11
Daxc: +386 (0)1 568 35 17

Binain sxocri FDF

Bepopukosa 57

SI-1526 Hiobnana, Crnobenis
Ten: +386 (0)1 580 26 81
Daxc: +386 (0)1 568 45 81

CEPTUDIKAT AHAJIIZY

896683 I[TEPCEH® TabneTkm, BKpuTi 060m0HKOI0

Jlikapebkaii 3aci6

Homep peecrpauiiiioro noceinuenns

Kpaiua

Homep cepii
Homep cepil
MiKAapCBKOID 3ac00y

UA/9536/01/01
UA
KV4631

HeposdacoBanoro KR7386/42026449

IMapamerpu Cnenudiramii Pesyanraru
Mikpo6ionoriyna uncrora: €@

5.1.8B

3aranbHa KinbKicTs aepobhmx He 6Gimsmre 10 KYO/r <1000 KYO/r
Mikpoopranizmis (TAMC)

3aranbHa KinekicTs  He 6imsime 102 KVO/T <10 KYO/r
APLKIKOBMX T4  IDTICHSBHX

rpubis (TYMC)

Tonmepantaux o sxoeui He Gimnume 10? KVO/r 0 KYO/T
TPAMHETATHBHUX DakTepiit

E. Coli Biucytwi /r Bianogigae
Salmonella Bigeyrni /25 ¢ Bianosigae
30epiranns I'pu Temnepatypi ne Buie 25 °C

Bignogizae cnenvdixanii peectpaniiinoro mocrinuenss

Jara

25.08.2020

Bingin saxocTti

Maprira I'an

/* He pyrununii Tect. TecT 2nificHIOETECR 3MidH0 3aTBEPLKENONO Tpadixky.

Enexponnuit nianuc

Cropinka 2/2




SANDO

[ocunauns: 2409201336

A Novartis
Division

Buganmii:

Jlex DapmalieeTuuna
KOMITAHIA 1.1,

Beporukosa 57

1526 JIioGnsina

Cnoeeuis

Tem +386 1 5802111

Maxc: +386 1 5683517

Jlitensis Ha BHPOOGHULTBO:
800-8/2020-5

CEPTH®IKAT BLIITOBITHOCTI

Marepiannra nasga:
Hozyeanug/Cuna aii:
Jlikapebka dopma:
Marepianounii Ne:
Homep cepii Canpoa:
Aara pHPOGHBITRA:

ITEPCEH SCT 17,5+17,5+35MI" 8103 GE
35MI"+ 17,5 MT + 17,5 MT
TABJIETKH, BKPUTI OBOQJIOHKOI)
42026449

KR7386

YEPBEHEL - 2020

Hata Bunycky: 24 BEpecH:d
2020 poxy
Hara nesropHore UYEPBEHL —2021 Kinbkicte 1442698 on.
TeCTYBAHHS: BHILYLUEHOTO
NpoaYKTY:
Bupobuuua ginsanun: JIEK OAPMATEBTHYHA KOMIIAHIS Homep 800-8/2020-5
. JHIeH3HT:
BEPOBILKOBA 37
1526 TKOBJAHA
Crosenis
KomnonenTn:
MarepiaabHa Hazga: MELISSA OFFICINALIS SEBO PW UD GE
Marepianbhuii Homep: 40004873 AxtueHuii dhapm.inrpeaient Homep cepii: B544918
BupobHnya ginsuuus: SELECT BOTANICAL, S.L.
Parcela 3BJ calle B
Poligono Industrial de Bunuel n. 5
31540 Bunuel (Navarra)
Ienauis
Bupodanua cepis: 01020103249-1
Komnonenrh:
MartepiajinHa HalBa: VALERIANA OFFICINALIS N SEBO PW
UD GE
MarepiansHuii nomep: 40004871 AxtuBuuii dapm. inrpeaient Homep cepii: B560188

Bupodunua gineuuns:

Bupobuuua cepisn:

SELECT BOTANICAL, S.L.
Parcela 3BJ calle B

Poligono Industrial de Bunuei n. 5
31540 Bunuel (Navarra)

Icnanig

01710205329-1

Cropinka 1/2

*[ianucado & enekTpoHBOMY BUTNSAL 3CiAHO 3 CTaHZapTAMH SNCKTPOHHOIG minnucy Canpos




SANDO

HMocunauus: 2409201336

A Novartis
Division

Bupanwuii:

Jlex DapmanesTHiHa
KOMTIAHIL 4.0,
Beposuikosa 57

1526 ioGnsna

Crnogrenis

Ten: +386 1 5802111
Maxc: +386 1 5683517
www.lek,si

Jlinensis Ha BUPOGHUUTRO:
800-8/2020-5

CEPTU®DIKAT BIIITOBIIHOCTI B

MarepiannLna Haspa:

HEPCEH SCT 17,5+17,5+35MT S103 GE

Marepianbunii No; 42026449 Homep cepit KR7386
Cannoa:
Komnonenru:
%Tepianbﬂa HA3BA; MENTA PIPERATA N SEBO PW UD GE
Marepianennii Homep: 40004872 AxTHBHUR thapu.inrpeaienT Homep cepif: B560193

BupoGHuya ainsHuus:

Bupo6uuua cepis:

SELECT BOTANICAL, S.L.

Parcela 3BJ calle B

Poligono Industrial de Bunuel n. 5

31540 Bunuel (Navarra)

Icnanis
01030105330-1

[ 3asBa oo ceprudrirkanii

Hum miarsepmxyio, Bei eramu BUpOSHHUTBA cTocorHO Texmiuuoi

Yrogm 3 axocti Gynum samificmeni y TOBHii

Komenrapi no ceprudikary:

[Iporarom npouecy rupoGHuUITRA He 6

3aco0y Y PHHOK,

Bunyek cepii/Ceprudikauin Oy.na spificuena;
Bunyck cepii/Ceprudiikauis nara/aac:
Cepradixar 6ye crpopenuii Mata/uac:

CTopinka 2/2

¥J0 BHABJICHO BiﬂXHﬂeHb, IO MOXKYTE BIUIMBATH HA BHIIYCK JAHOIQ HiKapCbKOFO

Jesn Honerk, YnosHOBaKeHa 0c064d 3 SKOCT]
24 sepecun 2020 poky, 11:36:21 UTC
24 sepecns 2020 poky, 11:36:42 UTC

*lianucano B eNeKTPOHHOM BUTTAL] 3rifHO 3 CTANAARTAMH €IEKTPOHHONG nianvcy CaHaos
P ¥ ‘TP ¥
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JEPYUJIIKCITY XKBA
JEPJKABHA CJIY)KBA 3 JIKAPCLKHX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTUKAMM Y KHIBCbKII OBJACTI

npocnexkT Banepis JIoGaHOBCEKOTO, 51, m. Kuis, 03110, Ten/dare: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Koa €JIPTIOY 37078774

BHCHOBOK

[po SIKiCTHL BBE3eHOr0 B YKpaiuy JiKapcbKOoro 3acody

14.06.2021 Ne 30916/21/10

[NTEPCEH®

(HaliMeHyBaHHA TiKapCbKOro 3aco0y 3riaHo 3 peecTpaLiiiHuM MOCBiHCHHAM)
TabsIeTKH, BKPUTI 060J10HK0I0, N0 10 Tad1eTOK y aicrepi; o 4 GaicTepn y KapTOHHiil
Kopooui

((popma BUNYCKY, 103YBaHHSA, BHA NAKy BAHHA fikapenkoro 3acofy)
Homep peecTpauiifHOro NoCBia4eHHs UA/9536/01/01 ctpok zif peectpauiiitoro nocsindenta 01 .01.2099
Cepis nikapcskoro 3acody Ne KV4631 KinbKicTb BBE3eHOTO Aikapcbkoro sacody 4488

BHpoGHUK Jlex dDapMalleBTHIHA KOMIAHIs 1. 1., CroBenis

(maiiMeHyBaHHs BUPOGHHKA TIKAPCLKOTO 3ac00y, KPaiHa NOXOKEHHS)

Bee3eHo B YikpaiHy CrisibHe yKpaiHCHKO-€CTOHCbKe MANPHEMCTBO Y dopmi TOBapHCTBA
3 oGMeskenolo BinnosizaasHictio 'OnTiMa-Dapm, JIT/", inenT. koxn:
21642228

(HaliMeHYBaHHA Ta KO 33 €IPIIOY opuanuHoi 0cobi ado npizsuuLe, im's. o Garukosi Giznunol
0COOH - MiANPHEMLIS, Ti MiCLIE NPOKHBAHHA T4 peecTpatlifitiii HoMep 00iKOBOT KAPTKH MIUTHHKL
noaatkis aGo cepia Ta HOMEP nacnopra)

MpOTOKO Bi3yalbHOr0 KOHTPOIIO Bil 03.06.2021 Ne 1867/8.

3a pesynbTaTaMH [AEpPiKABHOTO  KOHTPOIK BCTAHOBIEHO, A lUO JIKAPChKHit 3aci0  BBe3eHO B YKpaiHy 3

AOTPHMAHHSM BHMOT 3aKOHOABCTBA LIOL0 3a6e3neteHHA AKOCTi AIKapChKIX 3aC001B.
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JEPAUIKCIIYXEA
AEPHKABHA CAYIKEA 3 JI'I,KAPC.E:KE:’EX 3ACOFEIB TA KOHTPOJIIO 3A
HAPKOTHKAMM V KMIBCLKIN OBJIACT]

tipocnext Banepix HobGanoscsroro, 51, M. Kuis, 031 10, ren/thake: ( 044) 363-06-50
E-mail: dis.ko@dls.gnv.ua.h\l_tns;ﬁg’w_ww_._tllgi:ggx.i_x_:;a Kop €IP1IOVY 37078774

BHCHOBOK

Mpo AxkieTs BBe3eHOro B Yxpainy airapenworo 3acoby

07.07.2021 Ne 36500/21/10

HEPCEH®
(alimey Batun AKRPCLKOrO 32006y 1m0 pecerpatiimmg nocuieHE )
TabiaeTicu, BkpuTi obos0HK00; 1o [0 TadueToK ¥ baicrepi; no 4 biticrepu y kapronnii
Ropobui
(thopma runycxy, AOBYRATHA, BU BAKYBAITFA MKapeLKoro aac0by)

Homep peectpanitinoro nocsizvenng 1 A9536/01/01 erpox ii peecipauifinoro nocaiguenns 01.0].2099
Cepis mikapeoxoro sacody Mo L J4058 Kiabxiors snescnoro aikapenkoro jacofly 36085

Bupobruk Jlex Dapmanenriuua kommanis 4., Cnosenig

© (HaBMeny BasIS BHPOGHIKY MKapeeKoro 3acoby, KpaiHa noxomKey)

Breseno  Vipainy Tosapucrso 1 o6mexenown BlmoBizasnnicno "3EHTIBA
YKPATHA", isenr. kou; I8BOE48E
(naitvenynanng ra kol 1a ETPTIOY sopuasnot oeobn abo npizeuine, iM'n, no BaTLEOBI hitaunor
0Co0H ~ ninupueMizs, i miciie OPOKUBRIKY T3 PEECTRALIAIKE HoMep o6 nikoso] KADTKM NaarsKs
HojuTkia 8o cepis 1a HOMCD nacnopra)

Mporoxen sisywisnore korrpome wiz 25.06.2021 M»2171/2.

34 pesymuraramu ACPEABHOND  KOMIDOMO  BETANGBICHO. MO AiKaperKkwit 3acif  mmeseno  n Yxpainy 1
AOTPHMAHHAM BAMOI 3aKOHOBHCTRA Lo NG 3abesneve s AROCT! JHEAPCLKMX 3ac06in.
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SANDO

[Tocumanus: 2605211318

A Novartis
Division

CEPTH®DIKAT BIJUIOBIJITHOCTI

Buganuii:

Jlex DapmalieBTHYHA
KOMIIAaHIs 1.1,
Bepoewkopa 57

1526 Jobnsua
Cnopenis

Ten: +386 1 5802111
Daxc: +386 1 5683517
www.lek.si

Jlinensis Ha BUPOGUHIITRO:
800-8/2020-5

MarepianbAa Ha3Ba:
Toprogensna naszsa:
Hozysauns/Cwuna ait;
Jikapcbka dopma:
Tun nakyeanusn:
Posmip ynakoskn:
MaTepianbanii Ne:
Homep cepii Cannos:
Hara pupoduuursa:

Tepmin npuparTHocTi:

BupoOanua  ainennns,
mo Bianoeizac 3a
BUPOGHHUTBO!
BupoGHyua  ainbuung,
me Bianopizac 3a BUNYCK
cepiii:

Bupobuuya  ainbH#U,
mo BigNIOBigae 3a
TECTYBAHHA:

Kpaina imnopry:
Ykpaiua

NEPCEH 17,5/17,5/35 MTI" 40 SCT UA
[NEPCEH®

3SMI+ 17,5 M+ 17,5 MIT
TABJIETKH, BKPUTI OBOJOHKOIO
BJIICTEP

4 o1 x 10 on.

896683

LJ4058

05 - TPABHS — 2021

28 - JIIOTOI'O - 2023

JNEK D APMALIEBTHYHA KOMITAHIA JT.]1.

TPIMJIIHI 2]
9220 JIEHIABA
Crnogenis

JIEK ®APMALEEBTHUUHA KOMITAHIS J1J1.

TPIMIIIHI 23
9220 NEHJABA
Cnogenis

JEK PAPMALIEBTHYHA KOMITAHIA 1.

BEPOBILKOBA 57
1526 MIOBJISIHA
Cropenis

Homep peccrpauiiinoro nocsinuenus:
UA/9536/01/01

Tun Bunycky:

Jdara punycky:

Buryck y punok

26 tpasnx 2021

poxy
KinekicTe 36085 on.
BHIIYIL1€HOTO
HNPOOYKTY:

Homep minenzii:

Homep ninewnsii:

Homep ninensii:

800-8/2020-5

800-8/2020-5

800-8/2020-5

Komnonenru:

Marepiannua Haszga:
MaTtepianbunii HoMep:
Beworo Heposdacoranoroe
NpPoOAYKTY:

Bupobuuua ainbHHUA;

[IEPCEH SCT 17,5+17,5+35MI S103 GE
42026449 Heposdac. npoaykr
1472023 oa.

piwig
BEPOBIIKOBA 57
1526 JKOBJTSIHA
CrnopeHin

Homep cepii:

JEK ®OAPMAIEBTHYHA KOMIIAHIA Homep aitensii:
[l

Cropinka 1/2

LE1563

800-8/2020-5

ro nianxcy Canaos




A Novartis Bunanuii:
SAN Do Division Jlex DapmauerTHyHa
KOMIIAHIA 1.1,
Beponikora 57
1526 JliobnsuHa
CnoseHis
Ten: +386 1 5802111
Daxc: +386 1 5683517
www.lek.si
Jlinensis Ha BHPOOHUITBO:
800-8/2020-5
IMocunauns: 2605211318

CEPTU®IKAT BIAITIOBIIHOCTI

MarTepianbHa Hazpa: IMEPCEH 17,5/17,5/35 MI" 40 SCT UA
TopropenbHa HaiBa: IIEPCEH®
MaTtepiansHanii No: 896683 Homep cepii LLJ4058

Canpos:

JanBa moao cepTudinauii

Henm ninTsepaxyio, wo magana inQopManis € aRTEHTHYHOIO TA TOYHONX. [ana cepif rOTOBOrO JiKapchkoro zacoly 6yna
BHrOTOBICHA (BIUHOYAIOYH TAKYBAHHA/MAPKYBAHHA) TA KOHMTPONh AKOCTE HA BHMUEBKAAHOMY MicLi BHpPOOHULITBA ¥ MOBHIK
BigMOBinHocTi 3 BuMoramMu HBIT ta y Binnosinsocti 3 samepmxennMn creudixaniiam PeectpanifiHoro gocke y kpaini-immopry.
3BITH W00 BMPOOHUITRA, NAKYBAHHS TA AHaNisy GyNH NepermayTi Ta Gy/1a BOTAHOBICHE 1X BianoBiaKicTy BuMoran HEIL,

KomenTapi ao ceprudgirkary:

Tlporsrom npotiecy BUPOGHILTEA Ta MaKyBaHKA He G0 BUABIEHO BiIXHIIEHE, IO MOXKYTh BILIMBATH HA BHIIYCK AAHOTO

JliKapebkoro 3aco0y y purok. eppunne makysanHs Oyno 3ailicHeno Ha Jlek dapManeBTHYHA KOMITaHis A.4., Tpimniui
21, 9220 Neunara, Crosenisa.

3apeectpoBaui posmip ynakosiu: 10 Tabnerok y 6icrepi; 4 GnicTepu y kaprouHii Kopobui.

Bunyck cepii/Ceptagikania 6yaa aaiiicnena: 3opan Tpoct, YuosHogaxKena ocoba 3 AkocTi
Bunyck cepii/Ceprudiranin aara/uac: 26 tpasna 2021 poky, 12:17:27 UTC
Ceprudikar Gys cTeopennii Data/yac: 26 tparxa 2021 poky, 12:18:05 UTC
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Jlex dapmaueBTHHHA KOMIaHiA 0.1, Biagin sxocri FDF
Beposinkora 57

S1-1526 MobGrnana, CnopeHis
Ten: +386 (0)1 580 21 11
Daxe: +386 (0)1 568 35 17

Beposmkosa 57

SI1-1526 JwbnasHa, CnoeeHig
Ten: +386 (0)1 580 26 81
Dakc: +386 (0)1 568 45 81

CEPTHUOIKAT AHAJI3Y

896683 NEPCEH® rabnerku, BKpuTi 060M0HKO0

Jikapcokuii 3aci

Homep peecrpauiiinoro mocsiguenss UA/9536/01/01
Kpaina UA

Howmep cepit LJ4058

Homep cepil Heposdacopadero LE1563/42026449

MiKAPCEKOTro sacoly

[Mapamerpnu Cneundikanii PesyabraTtn

Konip [okonajiHo - KOPHUHERI Bignosinae

Ornuc Kpyrni, apoomywxini Tabnetxku, BkpuTi Bianosinae
000JIOHKOIO

Posnan He 6inpme nix 30 xBuamH, 6e3 auckie  Bignorinae

Brpara B Macl mpu <3% 4 %

BHCYLIYBaHH]

OAHOPIAHICTE MAcH + 15 %; BP, €D Biznoeipae

lnentndikauis (vetoa TIIIX)  EkcrtpakT Banepianu Binnoeinae

[nenrudikauis (meton TIIX)  Excrpakr MemicH Binnosinae

Inenmndixanis (metop TIIX)  EkcrpakT M’atu nepieBol Binnosinae

Kinbkicue BH3HaueHHa 33,25 — 36,75 Mr/rabnetky, Bkpury 34,71 Mr/TabneTky,

(rapedekTHBHA pianHHa ©OGONOHKOIO BKPUTY 0OOJIOHKOIO

xpomarorpadis (UPLC))

Exctpakr BanepiaHu BOJIHO-
eTaHobHUA cyxuit (eramon 70 %
(06/06) (4-7:1) (y mepepaxyHky Ha
KHCIIOTY RajIepiatoBy)

35,0 mr/Tabu. (95 - 105 %)

Kinbxicue BU3HAaYeHHs 16,63 — 18,38 wmr/rabnerky, Bkpury 17,18 MI/TabieTKy,
(BEPX) 000A0HKOI0 BKPUTY 000JIOHKOHO
Excrpaxr mucrst menicu cyxuit (eramnon
50 % (06/00)) (3-6:1) (y nepepaxynky
Ha KHCIOTY PO3MapHHOBY )
17,5 mr/Tabit. (95 - 105 %)
Kinekicue BH3HaueHHs 16,63 — 18,38 wmr/rabnetky, Bxputy 17,18 Mr/Tabnerky,
(BEPX) 000JIOHKOIO BKPUTY 0OOIOHKOK)

EKCTPaKT JIHCTs M'ATH HepUEBOT CyXHil
(etanon 40 % (06/06)) (3-6:1) (y
MepepaxyHKy Ha &
PO3MapHHOBY)

17,5 mr/tabn. (95 — 105 %)

/* He pymuninii tect. TecT 301HCEIOCTECA 3MiAHO 3ATBEPIKEHOrO rpatiky.

EnexTponuuii mianuc
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Jlex dapmaneBTHYHA KOMAHIA A0,

Beponwkosa 57

SI-1526 Jrobaana, Cliosenis
Ten: +386 (0)1 580 21 1t
Dakc: +386 (0)1 568 35 17

Binnin akocti FDF

Beporwkosa 57

SI-1526 Jw6ngua, Cnoreris
Ten: +386 (0)1 580 26 81
Paxc: +386 (0)1 568 45 81

CEPTHU®IKAT AHAJII3ZY

896683 IIEPCEH® tabnetku, BKpUTE 0GONOHKO0

Jlikaperkuii 3acib

Homep peecTpauifiHoro noceiaaeHms UA/M536/01/01

KpaiHa UA

Howmep cepil LJ4058

Homep cepil Heposacoranoro LE1563/42026449

M KapchKOro 3acofy

ITapamerpu Crenndixauii PesynbTaTn
Mixpo6ionoriuna unctota: €O

5.1.8B

Jaranena Kinekicts aepobHux  He 6impme 10* KYO/r <1000 KYO/r
Mikpoopratizmis (TAMC)

3aranbHa kinokicts  He 6inpme 10° KYQ/r <10 KYO/r
APDKIKOBHX  Ta  IULCHABUX

rpu6is (TYMC)

Tomepastnux  mo  xopui He 6inse 102 KVO/r 0 KYO/r
rpaMHEraTHBHHUX GakTepii

E. Coli BincyrHi /r Binmoeigae
Salmonella BigcyrHi /25 1 Binrnorizac
3bepiranHs ITpu Temneparypi He Buwe 25 °C

Bianosingae cneundikanii peecrpauiiinoro noceinuenus

Hara

6.5.2021

Biazin akocri

Maprita ['an

/* He pyrauauid Tect. TecT 3AificHIOETRCA 31MIHO 3aTBEPIIKEHOO rpadixy.

EnexTpoHnui nigmuc
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SOPUA-QA-158.1.0 Toagraic 1

To3sis ita sumycic (peanizanin) cepii aikapenkoro 3aco0y

NEPCEH®

Tabaere, sKpUTI 0800011K0I0

EKCTPAKT BasepiaiM {KOPEHIB) BOAHO-CTANOABHOIO
CYXOPO — 35 MF; KCTPAKT JIHCTH mesticu cyxoro - 17,5
ME] CKCTPAKT AHCTS MURTH NEPUEBOT CYNOTO 17.5 mr
1 no 10 kaneya y Gaicrepi. nio 2 Gaierepn Y KAPTOHUIA
kopoOLL

Cnosenia

Jlek (papMaleRTH I KOMITaNisn i, /.
Beposuikosa 57, 1526 JlioGasna, Ciosenin

401-25/2017-5

1 UA/G536/01/01 Crpuk i gi-icu()mc;awlmﬁ

LJ4058
36 085 yi.

1 05.03.202¢ o
T

| 36 085 yn. raprisn Ne: i |

: B/u AnTa 26.05.2021

4 36500/21/10 avra: 07.07.202%

He aossoseno ao peanisaigi:

1 yn. — siniGpatia ta BignpasicHa s aaboparopiio 1A
NPOBEALHHSE TEPAABIOFD KOHTPOIO HKOCTT. AKT
piabopy Neg pia 24.00.2021 p.

Jaapa ppo RN CK (peasizanin) cepii:

LluM & fiCTBEPLAAYIO. 10 HABEEHa BHIE HdopMais ¢ AocToBipuolo ta rounao, Ceplio
npoykuii Byno BEpOBACHO (BKIIOULOH HAKYBAHHS/MAPKYBATHS) T APOBEESHO KOITPoiL 1
GKOCTL [ HHIC3A3HAUCHI ALl ¥ 1oBIH BINOBIANOCT 3 BIMOTUMM GMUIP, unitavin 8
Yipaini., a TakwK BIANOBIUMO Lo crewnikauii, mo MICIHTBCH Y PeecTpailifisuy MaTeplaiax
kpaiuu-imnoprepa. Ll cepin npodykuii puntpofyBaHa BUIMOBLUIHO A0 [Topsisiky suificnenus
JICPYKABHOTO KOLTPOJNIO SKOCTI NIKAPCHKMX jacobiB. WO BROIATLCA B YKpalHy, 3aTBEPAKCHUM
Hoctanososo KMY uiz 14 sepecust 2003 poxy Ne902 31 sminasn.

Tla  nigetasi  NpOTOKOAY  BXULHOLO  KONTPO.O, CCI)’I‘I-I(])iIf’ :
YIOBHOBAKEHOKY 0COBOKY BUPOOIHNKE, HAABIIOCT] BHCILOBKA PO HK §Tis Jem FRA AR A PCHEOFD
sacoBy cepis gozeoiscmoes 10 peanizanii. ik

YnosiorakeHa ocoba 3 SKoCTi < RETOR Y :
TOB «3EHTIBA YKPAIHA» Jlasusosa M. 1. f A B $47.2021
{715y X , ;
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