A8

JEPJKABHA CJIYIKBA 3 JHKAPCHKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIA OBJIACTI

npoa. CeiTmranoi Haaii, 3, m.Knis, 02099, Ten/¢axke: (O%M) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK _2
Npo AKICTh BEE3EHOr0 B YKpaiHy Jikapcbroro 3acofy

22.01.2024 Ne 808/24/10

CAHAIMYH HEOPAJI®

(nafiMenypauss nikapcekoro sacoBy 2rinHoe 2 peectpartiitamm HOCBiA%emLIM)
Kancynn M'ski Ho 50 mr, 1o 5 kancya y 6aicrepi; mo 10 Guicrepis y kapTonuiii Kopo6mi

{thopma BuITyCKY, IO3YRAKNA, BH AKYBAHHA MKAPCHKOTO 3acoby)

Homep peectpaniitnoro nocsinyenns UA/3165/01/03 crpox gil peecrpauiﬁnoroé noceiguenns 01.01.2099

H

Cepis nikapcrroro 3acoby Ne NH9444 KinbKicTh BBE3EHOTO JIKAPCHEOLO sacoby 240
Bupobuux Jlex ®apMacsOTHKANC 4.1., BApoOuuda ginsuuus Jernara, CroBexis
{(Hafimenypaia pupobiika Tikapcskroro 3aco0y, xpaina noxomxeHns)
Bpeaero B Ykpaidy Crineie yxpainchbK0-eCTOHCHKE HIANPHEMCTBO Y (opMi TOBapHCTBA
3 o0Mexenoo BignoBizanbnictio "Onrima-®apm, JITH", igent. on:
21642228

(hafimenyparms Ta Kog 3z CPIIOY ropnaxunoe] ocobn aGo npiseume, iM'a, no 6aterosi dizmunol
©oco6H ~ mignprenud, Ti Micle NpoxHBaHET T2 peeorpalliiimi Homep o6MiK0BOT KAPTKH INATHHKA
nogaTkis afo cepiaTa Homep, nacnopTa)

H

IfpoToron Bisyanenore xesrpomo sin 15.01.2024 Ne 0056/20.

; - .
3a  pesyneTAaTAMM [IEPKABHOrO KOHTPOMIO BCTAHOBNCHO, MO JiKapchkuii! 3aci6 BBeseHo B Ykpainy 3
i
AOTPHMAHHAM sHMor 3aK0HOAAECTB2 IHOAD 3abe3neuenns AKOCTI TIKAPCBKUX 3acoBiB.

Biraniit BOHIAPEHKO

{iwitiams Ta npizziiue)
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‘ Popma: Bepcia:
( N O V A RT l S CepTudikat cepii IT13: 720454.11022021-238.4
- o i Ceprudpikar cepii [N13 CAMN MNocunanHs Homep: 0911231510

BupauHo:

Nex dapMackTUKanG 4.4., BUpobHWda ainbHuuA Nenaasa
Tpimnini 2[, NeHgasa, 9220, Cnosexis

CEPTU®IKAT BIANOBIAHOCTI CEPII

| Toprosa Hasga Mikapckkoro 3acoby: - 3
CAHIMYH HEOPAN®

-PeecTpauiitie noceinuenns Ne:'  Nemartepiany FM3:  Kpaiua iMnoprep:

UA/3165/01/03 ' 720454 YKkpaiHa

| SIKicHWit Ta KINbKiCHWI cknan: -

Mikpoemynbcii uuknocnopury 50 mMr

Nikapcbka diopma:

Kancynu m’ski no 50 mr

Mo 5 kancyn y Gnictepi; no 10 6nicrepie y kopobui

.. NeceplivaynakoBui: = BHyTpiwHin Ne.cepii: “BunyweHa KinskicTe (yn):

NH9444 NH9444 1031

. - [DaraBupobHuurBa: __ CTpok npuaaTtHocTI Ha ynakoBui:

25-4EP-2023 31-TPA-2025

Bunyckcepil: - _Appeca:

Iek ®apmacbroTukanc a.4., BUpoGHuya Tpimnini 2[4, lleHpaea, 9220, Cnosenis
AinbHULA Newpaea

= BupoBHuua niuewais Ne:  800-16/2022-13

CropiHka 135
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’ ®opma: Bepcia:
{ N O v A RT l S CepTudikar cepii MM3; 720454.11022021-238.4
i Ceprudpikar cepii N3 CAMN MNocunaHHs Homep: 0911231510

BupaHo:

Nex ®apmackloTvKANG A.4., BApobHWYa ginkHULA JleHaasa
Tpimnini 24, Nengasa, 9220, Cnogexis

. Bupo6HuuTBO HepoadhacoBaHoro npoaykty:  Apgpeca:

KaraneHT Himeyunna EGep6ax T'm6X Byn. FlammenscBaxep 2, EGepbax, GageH —
Broptrembepr, 63412, HimeuyunHa

______ Aapeca: .
- Nek dapmMmackbloTUkane o.4a., BUpoGHuua - Tpimnini 2f], Nenpasa, 9220, CrnioBeHia
ainbHuuA JleHpaea |
T s : e e e e
| BTopuHHe nakyBaHHs: . Appeca: —
. Nek PapmacbioTUKaNc 4.4., BUpobHuya - Tpimnini 21, NedpaBa, 9220, CnoBewnia
- pinbHULUA Nlenpaea
| KomeHTapi: = . - | )
i N IMTia wac supobHULTBa Ta NakyBaHHs He 6yNo BUABNEHO BiAXUNEHD, WO

MO BNAKMHYTW Ha BANYCK NPOAYKTY

MMig Yac BupobHVUTBA Ta NakyBaHHA OyNo BUABNEHO HACTYNHI BIAXUNEHHS,
AVEB. HWKYe (HOMepK peecTpaLlil BigXuneHb B enNeKTPOHHIN cucTeMi):

Biaxuriennn N2 (AQWA):

_NMonoxenns npo ceprudikauito;.

Linm 5 3aceigdyio, Lo HaBeAeHa Bule iHdopMaLia € 4OCTOBIPHO Ta TouHow. Lo cepiln npodykuii Byno
BNPOGNEHO, BKIIOYHO 3 NAaKyBaHHAM/MapKyBaHHAM KOHTPOMNEM SIKOCTI Ha BHULE3a3HaYeHiA(MX) AnbHULI(sX)
y NOBHIA BiANOBIAHOCTI 3 BUMoramMwm GMP MicUeBMX PerynsaTopHUX OpraHis, a TakoX BignosigHO A0
cneyudikalin y peectpayiiHomy Aocke kpaiHu-imnoprepa, abo y focke cneuundikauiit Ha npenapat ans
AocnimpkyBaHOro nikapcbkoro sacoby. MNpoTokonyu BUPOGHULITBA, NakyBaHHs Ta aHanisis 6yno nepernaHyTo
Ta BCTaHoBNeHa X BinnoeigHicTe GMP.

- __RaraBunycky cepif:
09-JiMC-2023

| Bunyck cepii sateepaxenc: I\ o

Y¥nosHoBaxeHa Ocoba Sobocan Mateja

Cropiuka 23 5




Popma: Bepcin:

{‘ _ N OV A RT l S Ceptvdpikar cepii [N13:  720454.11022021-238 4

Ceprudikat cepii N3 CAN MNocvnaxya Homep: 0911231510
BupaHo:

Nex GapmackioTkanc 4.4., BMpeBHUYa ainkHuug Nengasa

TpimniHi 2{], Nexaasa, 9220, Cnosexin

CEPTU®IKAT AHATNI3Y

CAH.LIIMYH HEOPAJ‘I@ Kancynu Mm’ski no 50 mr

Ne cepii na ~Nemartepiany in  Necepifin.  [laTa Bupo6uuytsa:  CTpok
ynakoBui:. bulk: o bulks i, o npuaaTHoCTI
NH9444 854530 A031449 25-YYEP-2023 31-TPA-2025
Teer " Bumorn - Pesynurati
Or_l_m S e B _ . o SRR RN
30BHIWHIN BATNAR 0BONOHKN Konip: xceTo-6inui - 7 Bi,qno;;i,q_;e
Qopma; nponoaryBIaTa . Bignoeigae
‘ M'sIKi KenaTUHOBI Karcynn 3 HaNUCoM YepBOHOro kKonkopy NVR 50 Bi,ﬂ,ﬂdéi};;ﬂe
mg
| Poamipu: ”JZ;OB)KVIHH M;c 21 9 MM ........................ o o - - 20 2 M;_- 7
i .POBMIpVI ,CuaMETp MaKC 8 5 MM o . 7.8 mm
3oaH|mHm E;;l‘l‘lﬂﬂ BMICTY 7 -‘“H”pé}aopa, Bifi oBTOrC A0 6n|;10 -}OBTOID KOJ'lbOpyr um BI,EL. Bi,u,nosiﬁae
KOPW4HYBATO-XOBTOrO 40 GNiA0r0 KOPUUHYBATO-KOBTOIO KONbOPY
piguHa.

PiovHa  MICTUTb  MRCRAMMCTI  KOMMAOHEHTM  HATYPankLHOro
NOXOAKEHHA, sKi MOXYTb 3aTBEPOITM NpPW HW3bKIA TemnepaTypi.
Henonogibxi yTeopeHHs MOXYTe GNOTEpPIraTMCs 3a TeMnepaTypn
Hwkde 20 °C, Akl 3HMKaOTE Npu TeMnepatypn suwe 30 °C.
HeaHauni nnacTisui 4m nerkuit ocan moxe we cnoctepiratues. Lie
He BNIMBAE Ha AKICTL Kancyis.

I,qemmbixau,in

loeHTudiikauia metoaom TLIJX : Blp,noss,qae c*rquapTy Bianogigae
- Ll,wknocnopMH
*Ip,enmcpmaum 6apBHV|K|B I‘IoawTMBHa *He TecryBanocs

e TwraH

laeHTuikayia metogom I'X:

«  ETaHon Binnosigae cTangapty Bignosigae
. [‘IponineHrmKonb Bignosinae cranpapty Bl,qnoal,qae
Inemmbmaum meTenom BEPX: Bignoeigae cTaHgapry Bignosigae
. LLMK.I'IOCHOpVIH
**l,u,eumcbmaum MeTopom BEPX; BI,ElI'IOBIﬂ,aS C'raH,u,apTy **He TECTYBanoch
e DL-a-Tokocepon
Bnactusocti
JoBHiWHiK BArNAL ¥ BOAI . Poauun spasky anerka onanecujioe, 523 ocagy Bignoeinae
Poamip kpanni Menwe 50 num 29 Hm
PosnagaHns ¢ He Ginbwe 10 xBunuH 4 xB

Cropinka 33 5




dopma:

{‘ N O V A RT { S Ceprudikat cepil [N3:

Ceprudikat cepil N3 CAMN MocunaHHs Homep:

Bepcia:
720454.11022021-238.4
0611231510

BuaaHo:

Nex ®apmackioTukanc a.a., BApeGHU4a AinbHnuA Nengapa
Tpimnini 271, Nengasa, 9220, Cnosekis

CEPTUDIKAT AHANI3Y

iKapChKNit 3aCi6:

n o
CAHAIMYH HEOPAN®, xancynu M’sxki no 50 mr

Ne cepii Ha Ne matepiany in Necepiiinbulk:  [Hara
ynakoBuj: - ‘bulk: = - e BUPOBHUUTEA:
NH9444 | A031449 25-4EP-2023
Tecr Bumorn
- Xamﬁalrrepm;'fukﬁ | i N - _

PosunHenHa Jepes 60 xBunuH ' He meHule 75 % (3HaveHHs Q} Big 3aneneHoro BMICTY, BigNOBigHO
MeToaom BERPX Ao Tabnuui signogigHocti €ep. ®apm., Capm. CLUA | dapm.
AnoHif (Tinbky piBri 1§ 2)

npuaaTHOCTI:

31-TPA-2025

Bignosigae

Mpogykt pozanagy, HA OCHOBI
3aABMIEHOTO BMICTY LIMKNOCNOPUHY,

KoxeH cneundikoBaHWA
ineHTUcbiKoBAHWA

. (00595 " He Binse 685

He BusisnaeTLSA

* LlvknocnopuH H He Binbwe 0,3 %

' He Binbwe 0,7 %

s |30UMKNOCNIOPKH A

He BnaABnAeTLCH

02 %

+  [soumxnocnopuH H He Ginswe 0,2 %

He BUABAAETHCH

ByAb-sKi Hecneuwudikosani npeaykTy : He Binble 0,5 %
po3nagy: :

Cyma HecneumndikoBaHUX NpoayKTis He Ginbwe 0,7 %

po3nagy

***MikpoGionoriyHa ymMcToTa
(METOO NOCIBY Ha ualuku)

He Ginswe 0,1 %

He Ginvwe 0,1 %

*3aranbHe  uucno  aepobhyx ¢ He Ginbwe 102 KYO/r
MikpoopraHismis (TAMC)

**3aransie uucno apixgxosux | He Ginbwe 102 KYOIr
nnicussnx rpudis (TYMC}

**CneywndivHi MikpoopraHiamu: BigcytHis 11
Escherichia coli

CropiHka 43 5

***He TecTyBanocs

*He TectyBanoch

***He TecTypanoch




! _ Popma: Bepcin:
{ N Ov A RT l S CepTudixart cepii [M3: 720454.11022021 238 .4
- - - Ceptudpikat cepli N3 CAM MocunaHHa HoMep: 0911231510
Bwaano:

Jlek PapmaceTHKan: A 4., BUpebruya ginbHuus NeHaasa
Tpimnidi 20, Nenpaea, 9220, CnoeeHis

CEPTU®IKAT AHANI3Y

 Nikapcokuit 3aci6:
CAH.L'J,IMVH HEOPAJ'I® Kancynu m’siki no 50 mr

Ne cepii Ha Ne MaTeplan_y_ Ne cepii in bulk: . [fara _
ynakoBuj: : in bulk: ‘ = ‘BMpOGHAUTBA: _
NH9444 854530 A031449 25-9YEP-2023 31-TPA- 2025
Tect < BuMoru ) PesynuTtaTn

KIJ‘IbKICHe BU3HAYEHHA

**OpHopiaHICTL A030BaHMX ofMHULE 3a  Bignosinac sumoram Cep. ®apm., dapm. CLUA i @apm. Anowii  **He TecTyeanock
opHopigHiCTIC BMICTY, MeTofoM BEPX:

. Ll,mxﬂocnopMH

KinukicHe BM3HaueHHA, meTogom X

«  Etanon 90,0 % - 120,0 % Bia 3aABNEHOro BMICTY 99,5 %

> HDOHIHEHFJ'HKOHb 80, 0 % 120, O % BiJ 3a9BNEHOro BMICTy 106,6 %
KIJ‘IbKICHe BU3HAYEHHA, METOAOM BEPX 95 0 % - 105, 0 % Bif, 3a8BAEHOI0 BMICTY 100,3 %

s |lnknocnopun
*KinobkicHe  BusHadenHs, metogom 80,0 % - 120,0 % eig 3aseneHoro smicTy **He TecTyBanoch
BEPX

* DL-a-Tokothepon

I'lprirKM:

*He pyTMHHMM TeCT. BwnpoSyaaHHn I'lpOBO,qVITbCH Ha KOMHIRA 10 TIVI cepu

**He pyTUHHWIA TecT. BUnpobysaHHs NPpOBOAMTLCS Ha 5-Th noonl,qoanx NPOMWCIIOBWX CePiax. AkWo BuNpobyBaHHA BUKOHYOTLECA,
4acToTa BunpobyBaKs Moske OYTW 3meHwera A0 koxHot 10-1 cepil. AK MiHiMym, 1 cepia noBWHHa BUNPOGOBYRATUCH MPOTArCM
KaNneHaapHoro poky, B AKCMY NPoOAYKT BUROBNEHWA.

Cropinka 53 5




AEPIKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIU OBJIACTI

npos. CeiTanunol Hagil, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3eHOI0 B YKpaiHy JikapchKoro 3aco0y

10.12.2024 Ne 63550/24/10

CAHJIMYH HEOPAJI®

{(naiiMenyBanHn Nikapeskoro 3acofy 3rigHO 3 peecTpanifinuM moCsigIeHHAM)
Kancyan m'aki mo 50 Mr, mo 5 kancyn y baicrepi; mo 10 6aicrepiB y kapTonuii xopo6ui

(dopma BumycKy, JO3YBAHHS, B TAKYBAHHES MiKapceKOro 3acofy)

Homep peecrpauifinoro nocsiguentst UA/3165/01/03 crpox aii peccrpatiiinoro nocsiguenns 01.01.2099

Cepis mixapcproro sacoby Ne NX9218 KinekicTs BBe3eHOro nikapesroro sacoby 180
BupofHux Jlex DapMachIOTHKANC A.1., Bipobunya gineruns Jengapa, CrnoseHis
(maiiMenyBaHHs BHPOOHHKA JiKapcEKaro 3acofy, Kpaila AOXOMKEHHT)
Beeseno B Ykpainy CrinbHe ykpainchKo-eCTOHChKE MANPHEMCTBO Y (opMi ToBapHCTBA
3 06mexeHol0 BixnoBigaanuictio "OnriMa-Ddapm, JITA", ineur. kon:
21642228

(nafimenypauns ta xox 3a €JPIIOY wopuanuHol ocobr afo npissume, iM's, mo Gatrxon] gizmrmoi
ocobu - mimnpHenu, i Miclie MposKHBAHHA Ta peecTpauiiinuii HoMep 06MiKOROT KapTKI MAATHHKA
fogaTkin alo cepis ta HoMep nacropra)

MpoTokoa eizyaiusnoroe konrpo.me sig 03.12.2024 Ne 3816/8.

3a pesympTaraMu JICP/KABHOrO KOHTPOJNIO BCTAHOBIEHO, W0 ixapcekuil 3aciG BBesenc B Yxpainy 3

AOTPHUMANIAM suMOr 3aKOHOJABCTBA THOAC 3abe3IeueH s SKOCT! nikapesKkux 3acobis,

Quera EPBOMEHKO _

{rigmacy (fziuiamy Ta npiarvne)




Qopma: Bepcin:
N OV A RT l S CepTudixaT cepit IM3: 720454.11022021-238 4

CepTudsikar cepii N3 CAM MocunanHa HoMep: 1608241320

BuaaHo:
Nex dapmacbioTkanc A4.4., BupoGHWIA AiNbHULR fleHpasa

Tpimnini 20, Nexpaea, 9220, Cnoeexin

CEPTU®IKAT BIANOBIOHOCTI CEPII

........... R T

-OProe

‘No_marepiany F3-

.- Kpaina immopre
720454 YkpaiHa

Erir

Kancynu M’siki no 50 mr

Mo 5 kancyn

IiHa YNAKGBUIEE =~ -BHyTphliAii Ne oapi:

NX9218 ' NX9218 1063

Nek ®apmackloTuKanc 4.4., BAPoGHMYa
AinbHUUA NenpaBa

B

- Tpimnini 20, Nenpaea, 9220, CnoeeHin

BrpoBiva filuenaisNe: - 800-16/2023-6 T

CropiHka 13 5

5 on BA777
AL N AV




Dopma: Bepcisn:
(‘ N OV A RT l S Cepridikar cepii M13: 720454.11022021-238.4
. g z CepTudpikat cepil 113 CAT MNocunanua Homep: 1608241320
Bupaxo:

Jlex ®apmacsioTvkanc 4.4., BMPoBHU4a GinbHWuA Nlengaesa
Tpimnini 2f], Nenpansa, 9220, Cnosexis

6HULTEOHEPO3(haCcOBAHOO NPOAYKTY:

KaranenT Himeuunsa E6Gep6ax I'm6X - Byn. FamMmencscbaxep 2, EGep6ax, BageH —
5 BropTembepr, 69412, HimeyunHa

Nek ®apmacbloTukanc 4.4., BUpo6Huya
AinbHuus fleHpaea

| BTopiHiHe nakyBanHs: - - _Appeea: ‘. oo T &
: Ilex ®apmackioTukanc a.n., BUPOOHUYa . Tpimnini 27, Nenpasa, 9220, Cnoeekis

Ainehuusa Nengaea

Lium 2 3acsiguylo, WO HaBeeHa BULWLE iHhopMaLlis € JOCTORIPHO Ta TOMHOM. Lo cepito npogykuii 6yno
. BUpoBneHo, BKNIOYHO 3 NaKyBaHHAM/MapKyBaHHSM KOHTpONeM AKOCTI Ha BULL@3a3HaueHIA(1X) AiNbHULI(sX)
|y NOBHIA BigNoBigHOCTI 3 BUMoOramu GMP MICLIEBMX PEryrsTOpHWUX OpraHis, a Takox BinnoeigHo Ao
: cneundikalin y peecTpatilHoMy aoche kpaiHu-imnopTepa, abo y gocke cneyundikaliii Ha npenapar ans
| DOCTimKYBaHOro nikapckkoro sacoBy. MpoTokonn BUPOGHULTEA, NakyBaHHA Ta aHanisis 6yno nepernaHyTo
Ta BCTaHOBNeHa X BignosigHicTs GMP.

| Bunyckcepii-3aTRepAKeHO: |

YrnoBHoBaxeHa Ocoba

Cropinka 23 5




dopma: Bepgin:

{! N OV A RT l S Ceprudikart cepii TI3; 720454.11022021-238.4
: E : Ceprudikar cepii M3 CAN MNocunaxHA HoMep: 1608241320
BunaHo:

Nex ®apmackioTvkanc A.4., BUpabHW4a AinsHUUA JNeHaasa

Tpimnini 2, NeHpasa, 9220, CnoseHis

CEPTUDIKAT AHANI3Y

BEP-2026

Onunc
30BHiLLHIN BUrRS] OBONOHKY Konip: xo Binun Bi,qnoei,uap
®opma: npogoerysara Bignosinae
hM‘sKi KENATUHOBI KANCYIK 3 HANMCOM YePBOHOTA Konbopy NVR 50 mg Bignosigae
: Poamipwn: gosxuna make. 21,9 mm ! 20,2 Mmm
r_Poal\.'lipw: HdiameTp makc, 8,5 Mm 7,9 M
30BHIWHIA BUrIIAQ BMICTY , Nposopa, Bif *OBTOro A0 BRINO-KOBTOrO KONBOPY YW Bifl KOPUHHYBATO- Binnosigae

i

KOBTCTO A0 BIIZOIo KOPUYHYBATO-XOBTOMD KOMLORY PiAvHa. :
PiguHa MicTUTL MacnaHneTi KOMIOHEHTH HaTyparnbHoroe NoxoaXeHHs,
AKi MOXYTE  3aTBepOiTh MpW  HM3bKIMA Temnepartypi. enonopibHi |
YTBOPEHHA MOXYTE CrioTepiraTnea 3a TemnepaTypy Himkde 20 °C, sk |
3HMKAOTE Npu Temnepatypu auwe 30 °C. HesHaddi nnacrieui uu
NerkWid ocag MOXe We crocTepirarmcs. Le He Bnnueae Ha sikicTb

Kancyn. ;
lneHTUdbikauin
IneHTudbikavis metogom TWIX:  * Bipriosiaae craHpapry Bianosigae
*  lluknocnopu+ '
*loeHTudikallia GapeHukis; MoauTuBHA *He TectyBanocs
s  TutaH
laeHTudbikavist metTopom MX: : i
e Ertanon * Bignosigae cranpapty § B?nnoaf,u,ae
+  MponineHrnikons Bignogigae ctangapty ¢ Binnosigae
laeHTudbikayin MeTogom BEPX: Bianosinae crangapry Bignosipnae
¢ Luknocnopux :
**laeHTubikauis MmeTosom BEPX: Bignosigae cranpapty **He Tectyeanock
¢ DlL-o-Tokoghepon :
Bnactueocri
30BHILWHIN BUrNSAR ¥ BoA Poauuh apasky anerka onanecuiioe, 6e3 ocagy Binnosigae
Poamip kpanrii . Menure 50 HM 28 HM
Posnaganqs He Ginbwe 10 xBunux ;4 xB

Cropivka 335




! dopma: Bepecin:
(; : N Ov A RT l S Cepmndsikar cepii [13: 720454.11022021-238.4
" g CepTudlkat cepii [1i3 CAIN MocunaHHs HoMep: 1608241320

BuaaHo:

lNex PapmacbioTvkanc 4.4., BMpoGH1YE, AirbHWUA Nfewgasa
Tpinmnini 20, Nekgasa, 9220, Crnosexis

CEPTUGIKAT AHANI3Y

r}?mapcﬁmu 38616:
CAHHIMVH HEOPAJ'I® Kancynu M’AKi no 50 mr

“HpuBaTHOCTI:
31-BEP-2026

A033223 27 KB|-2024

_Bumorn

XapaKkTepucTuxm

PozunHeHHsi vepes 60 xsunuu He meHwe 75 % (snauerns Q) Big 3assneHoro BMicTy, BiAnosigro | Bianosigae
meToaom BEPX © go Tabmuui signosigHocTi €Bp. ®apwm., dapm. CLWA i dapm. |
. AANOHIT (Tinbkw piski 1 2)

Homiwkuy

MpoaykTn poamany, Ha  OCHOSBI
3aABMEHOTC BMICTY LIMKNOGNOPUHY, |
MeTogom BEPX:

KoxeH creuudikaBanmi |
iaeHTudbikoBaHMiA ‘
e« 005-95 © He Sinbwe 0,3 % He BuABNsIETHCS
*  UwuknocnopuH H He Binbwe 0,3 % He BuaBnaeTLCH
*  l30UMKnGCNOpHH A He Ginbwe 0,7 % 02%
¢ [aoumknocnopus H : He Ginbwe 0,2 % . He BusenseTsca
Byab-sAxi Hecneuwdbikosani npogyxtk | He Ginbwe 0,5 % | He Ginbwe 0,1 %
po3nagy: : ;
CyMa HeCﬂeLlHd)iKOBaHHX ]'lpO}.:lyfﬂ'iB , He 6inbLwe 0,? % i He Ginbwe 0,1 %
posnany : ‘

**MikpoSionoriyHa yucrora
(MeTon nocisy Ha ualLkW)

*“Baranbhe  uwacne  aepobHux  He Ginblwe 10° KYO/r ***He TectyBanock
MikpoopraHiamia (TAMC)

**3aranbHe YMCNO APBKOKOBUX | He 6inbwe 102 KyO/rr ***He TecTyranock
nRicHABMX rpubia (TYMCG) '

CneumdpiyHi MiKpoopraHizmm: BigcytHiBg 1T i **He TecTysanoce
; Yl
Escherichia coli : :
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Qopma: Bepcin:

{ N OV A RT l S CepTudikat cepii [113; 720454.11022021-238.4
’ CepTudikaT cepii M3 CAMN NocunanHn Homep: 1608241320
Bupano:

Jlek dapmackloTMRaNG A.4., BUPoBHU4A OiNnbHUUS Nenpapa
Tpimnini 20, Nexpapa, 9220, CrioseHin

CEPTUDIKAT AHANI3Y

Lot ke i

NX92

i Peaynbrata

KinbkicHe BM3HaveHHs

**OaHopigHicTs A030BaHMX CAMHWUL 33 : Biarosifae sumoram €sp. dapm., dapm. CLUA i dapm. AnoHii **He TectyBanock
OOHORIOHICTIO BMICTY, MeToaoM BEPX:

«  Luknocnopus

KinbkicHe BusHaverHs, meTogom X 97,9 %
e ETanon 80,0 % - 120,0 % Big 3asBNEHOIO BMICTY F102,7 %
e NponineHrnikorb © 80,0 % - 120,0 % sin 3assneHoro BMicTy

KinbiicHe BusHayeHns, meTonom BEPX 95,0 % - 105,0 % sig 3asiBneHoro emicty 99,4 %

+  Luknocnopur

KinbkicHe  BuaHavewHs, MeTogom . 80,0 % - 120,0 % Bin 3asiBneHoro eMicty | **He TecTyBanoch
BEPX

*  DL-o-tokodepon

MpumiTioa:

*He pyTuHHuiA TecT, BunpobysaHua NPOBOAWTLCH Ha KoxHIA 10-Tii cepil.

**He pyTunHuié TecT. Micns neplnx 10 nocninosHux NPOMUCNOBUX cepii YacToTa BUNPOGYBaHL 3MEHLLYETLCS A0 KOXHOT 10-i cepii.

***He pyTMHHWIA TecT. BUnpoByaaHHa npoBoauTsCa Ha 5-Tu MOCNiAOBHUX NPOMWCIOBNX CEpiaX. SKLO BANpoGYBaHHS BUKOHYIOTLCS,
Hacrota BUNPOByBaHe Moxe ByTW SMeHWeHa A0 KoxHal 10- cepii. FK MiiMym, 1 cepis NoBMHHA BUNpOGOBYBATUCH NPCTAroM
KaneH{apHoro poky, B AKOMY NPOAYKT BAROGIIEHMIA.
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A0

JEPKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU Y KHAIBCHKIN OBJIACTI

npos. CBITIHYHOL Hagii, 3, m.Kuis, 02099, ten/fpaxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kon €IPIIOY 37078774

BHCHOBOK
Hpo AKICTH BBE3EHOT0 B Yxpainy JiKapesKoro 3acoly

21.01.2025 Ne 996/25/10

CAHJIMYH HEOPAJI®

(HaiiMeHyBaHHA NIKAPCEROTD 3ac0Gy 3rimo 3 PeeCTpaLiitEiM TOCHI TS HHAM}
raneysn m'sxi ne 5 mr, 110 5 Kaucys y paicrepi; mo 10 GaicTepin y KapTouuiii Kopodui

(fopma BUMYCKY, A03YBAHEN, BHA TAKYBAHHA TiKApesKOro 3acofy)
Honep peecTpaltiiiHoro AOCBiAeH S UA/3165/01/03 cipox aii peccTpaniiHoro nocsiaenHa 01.01.2099
Cepis nikapeskoro 3acofy Ne PD9514 KinskicTs BBe3eHOTO JiiKapchkoro 3acoby 60

Brpobuuk Jlex PapMachOTHKANC A1, srpodHmYa finpHuns Jlennasa, CrnoseHis
(iaiMeryBaHHS BUPODHIKA fixapeskoro 3acoby, kpaina ROXOMAEHHA)

Bae3eno B Yipaiiy CriipHe YKpPaiHChKO0-eCTOHCHKE HIANPHEMCTEO Y (popmi TOBapHCTBA
3 0GMEKEHO0I0 BiAMOBIZAIBHICTIO "Onrima-Papm, JIT", izent. xoa:
21642228

(HaiiveHyBaHHg T2 KOJ 32 CIIPTIOY ropunuuioi ocobn 260 nplapAmme, iM'a, no faThKoBi thizmmunoi
ocoBn - nianpuenmus, Fl Micne NpoxUBaHHA T2 peecTpauiiinni Rovep ofnikoBOl XAPTRH ANATHHKA
NONETKIB 200 cepis Ta HOMEp IaCcHOpTa)

TpoToKoM Bi3yATBHOI0 KONTPO/IO B 21.01.2025 N= 0065/17.

3a pesynbTATAMH  JEKABHOTO  KOHTPOO BCTAHOBAEHO, IO  JMIKapehKHil 2acié BBE3gHO B YKpaiHy 3

DOTPUMAHHSIM pumor 2aKOHOZABCTRA IOZO 3a0e3MeyeHH AKOCTI JIKapChKHX 3ac00iB.

Ouera EPBOMEHKO

{mimemcy (iuiniam Ta ApisBHINE)




‘ Popma: Bepcis:
( _ N OVA RT l S CepTudlkar cepii TN3:; 720454.11022021-238.4
4 g : CeprudpikaT cepii ITI3 CAN Mocunanna Homep: 0511241330
Buaaxo:

Nex PapMacbloTUkanc 4.4., BupoBiuya ainbHuis NeHaasa
Tpimnini 20, Nengasa, 9220, Cnosexis

CEPTI/ICDIKAT BIJJ,I'IOBI.U,HOCTI CEPII

a4

. Peecrpaumue nocsm-:eagg Ne:. - Ne maTepiany I'J'Ifi:._'-i‘ ;
UA/3165/01/03 720454
SkicHniTakinbkicwwACrian: = = 5

Mmpoemynbcu uuKnocnoptu 50 Mr

I'!o 5 Kancyn y GmCTepl no 10 6n|C'rep:B y Kopo6u,|
Ne cepli Haynakosui: . BHyTplwHii Ne cepii; ~  Bunywena KinbkicTs (yn): i
PD9514 | PD9514 2040
' . - DaraBupobHWuTBa: -
22-4YEP-2024
Bunyekcepiic = = ¢ Agpeca: : LB
; Nek PapmacbloTHKaNc 4.4., BUpoGHUua - Tpimnini 2, Nengaea, 9220, CnoBeHisn

- AinLHUUA JlenpaBa
.-~ . BupobHuua niuensisn Ne:  800-6/2024-14
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' Popma: Bepcia:
( . N OV A RT I S Cepmvdikar cepii FN3: 720454.11022021-238.4
: Ceptudikat cepii 113 CAIN MNocknaHHa Homep: 0511241330

BuraaHo:

Jlek ®apmachioTvkanc a.4., BUpobHuda AinkHug Nengaea
TpimniHi 20, Nengaea, 9220, CnoseHis

: _Appeca:

. Karaneut HimeyunHa EGepbax M'm6X Byn. Mlammenbcbaxep 2, Ebepbax, BageH —
5 Broptembepr, 69412, Himeuuunna

Nepai

_ - Anpeca:

Nek ®apmacbloTukanc a.4., BUpoGHNua Tpimnini 21, Nengasa, 9220, CnoseHin
- AinbHuuA MNenpaBa

| BropuhHe nakyBawps: . - Appeca:

Mex ®apmacbroTukanc 4.4a., BUpoSHUYa Tpimnini 20, Nengarsa, 9220, CnoeeHis
_AinbHKUA NeHpasa

+ - Mig vac BrpoGHULTBA Ta NaKyBaHHR He GYNO BUSBMEHO BiAXUNEHS, o
| MOTIW BNAWHYTW Ha BUMYCK NPOAYKTY

' Mip yac BUPoGHULTRa Ta NakyBaHHs Oyno BUABNEHO HAaCTYIHI BiGXMNERHS,
- AMB. HMKYe (HoMepw peecTpaui BigXMNeMb B eneKTPOHHIN cucTemi);

“Bimvmenna No: L0/

" Uum 5 3acsiguyio, Wo HaBeaeHa Buwwe iHdopMmaLis € AOCTOBIpHOIO Ta TouHo. Lo cepito npoaykuii 6yno
BUPOBIEHO, BKITIOYHO 3 NaKyBaHHAM/MApKyBaHHAM KOHTPOMEM SKOCTI Ha BULLg3a3HAYEHIR(1X) ginbHUUI(s1X)

Y NoBHIiA BignoeigHocTi 3 Bumoramu GMP  MiclieBUX PErynsTOPHUX OpPraHie, a TakoX BiAnosioHO A0
cneuucpikaLlii y peecTpauiiHoMy OOcke KpaiHu-iMnopTepa, abo y Aocke cneuundpikauii Ha npenapat gns
AOCAIKYBAHOTO Nikapcbkoro 3acoby. MNpoTokonn BUPoBGHULTEA, NakyBaHHA Ta aHanisis 0yno nepernsaHyTo
Ta BCTaHOBNEHA X BigNOBIgHICTE GMP,

il
:
;

- [laTa Bunycky ce piit
05-111C-2024

_Bunyck cepii satepmxens: | iwa:

YnosHoBaxeHa Ocoba ; Sobocan Mateja

i

Mignuc:  <enokmpornut midnuc: 03.12,2024 10:01:33 +01:00%
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! NOVARTIS

dopma:
Ceptadikar cepii [N3:
Ceprdpikat cepii N3 CAM MocunaHHs Homep:

Bepcia:
720454.11022021-238.4
0511241330

BunaHo:

Nex PapmacsloTUKanc a.4., BMpotHuya ainbHuus Nengasa
Tpimnini 24, Nexpasa, 9220, Crioedin

CEPTU®DIKAT AHANI3Y

Ne Marepna -y in . ‘Ne cepit in
bulk: -~ bulk: &
854530 A033603 22-YEP-2024
Tedr . 5. ... __ Bumom Pesynsraty
Onwnc
30BHIWHI BUrTIAG 0BONOHKK Konip: xosTo-Binuit Bignosigae
- dopma: npopoBryeaTa | Blpposigas
C M'sii KENATUHOBI KarNCyn 3 HAMMCOM YePBOHOTO konsopy NVR 50 mg - - Binnosigae
Poamipy: oBXMHA Makc. 21,9 MM 20,3 Mm
. Poamipi: iameTp Makc. 8,5 Mm 7.9 mm
30BHILHIA BAMMAA BMICTY . Mpozopa, Big }0BTOr0 40 BAIKG-KOBTOMC KOnbOpY YU Big kopudHyeaTo-  Bignoeinae
; KOBTOO A0 GNiZOrc KOPUYHYBaTO-}KOBTOIO KONBLOPY PitHa.
PlauHa MicTUTE MacnAaHUCTi KOMMOHEHTA HATYPANEHOTG MOXOMKEHHS,
AKi MOXYTL 3aTBEpAiTM NpM HM3LKIA remnepatypi. KenonogiGHi
YTBOPEHHS MOXYTL CNnOTEepiraTUCA 3a TemnepaTypu HWxue 20 °C, s«
| 3HMKAITL NpU Temnepatypn buwe 30 °C. Heauaudi nnacmiBui um
| Nerkvit ocap Moxe e crocTepiratves, Lle He Bnnueae Wa AKiCTh
: Kancyn.
laeHTUhikagin
ineHTUdiKaLin meToaom TLUX: Bianosinae ctangapty - Bignosiaae

¢ LlnknocnopwH

*laeHTvdikauis GapeHkis:
* Tutan

[MosUTMBHA

*He TecTyBanock

laeHTudbikauia meTtogom MX:

Bianosigae crangapty

* Eradon 2 : B!p,noaip,ae
«  TponineHrnikons - Bipnosigae craupapry Bianosigae
laenTrdhikauis metogom BEPX: Bianoeigae ctaHgapty Bignoeinae

e LlnknocnopuH

**laeHTudikauin metoaom BEPX:

s DlL-a-Tokodepon

Bignoeigae ctangapty

. **He TecTyBanoco

BnactueocrTi

30BHILWHIA BUMaAR y Bogi Poauun apasky snerka onanecujioe, 6es ocany ' Bignosinae
_Poamip kpanni MeHLe 50 HM 29 1m
PoanagatHs He Ginble 10 xsumH 5xs
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! NOVARTIS

CEPTUDIKAT AHANI3Y

Nex dapmaceoTHKane 4.4., BUpobHUYa ginsHvus Neugapa

CepTudbixkar cepii [N3:
CeptuchikaT cepii [T13 CAM Nocvnadus Homep:

Qopma: Bepcis:
720454.11022021-238.4
0511241330

Buaauo:

Tpimnivi 2f1, lenpara, 9220, CnoseHin

~ NecepiiHa Dara
‘ ynakosdi: . hulk: - _ BUpoGHUUTBA!
PD9514 A033603 22-YEP-2024 31 -TPA-2026
Tect. ; Bumoru | Pesynpratn |

XapaKkTepucTUKH

PosunHerHs uepes 60 xeunuH = He Menwe 75 % (aHaueHHs Q) Big 3asBneHoro BMICTY, BiANOBIgHO Bignosinae

MeTogom BEPX Ao rabnuui Binnosighocti €8p. ®apm., ®apm. CLUA i dapm. §

FAnoHiT (Tinsku pieki 1 2)
Oomiwkn
[lpogykT  poanagy, Ha  OCHOBI

3a5BNEHOMO BMICTY LWKIOCMOPUHY, |

MeTogom BEPX:

KoxeH
ifeHTUIKoBaHNi

crieundikosaHui |

«  005-95

He binsuwe 0,3 %

* He BusBnseThcs

. lemocnopMH H

‘A He Binbwe 0,3 %

¢ He BuABAfcTLGR

*  [30UMKNOCNOPMH A

He Ginbwe 0,7 %

1 0.3%

¢ |3oumuknocnopud H

He Ginblwe 0,2 %

He BusBnaeTsCR

Byab-sKki Hecneuudikosari npoaykTy

posnagy:

He Binblwe 0,5 %

poanany

Cyma necneumdikoBaHnx NpoaykTie

He 6inswe 0,7 %

| He Ginbwe 0,1 %

' He dinswe 0,1 %

**Mikpobionoriyda ynertora
(meTon nociey Ha vawkm)

**3aranbHe YMGNo
mikpoopraHiamis (TAMC)

aepobHnx

3arancHe UMCNO  ApBKIKOBUX
nnicHABux rpubie {TYMC)

***CneuntivyHi Mikpoopranriamu:
Escherichia coli

He Ginbwe 102 KYO/r

BincytHis 1T

i | He 6inbiue 102KYO/r
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Popma: Bepecis:

(‘ - N OV A RT l S CepTndpixat cepii [T13: 720454.11022021-238.4

CeprudpikaT cepii [N13 CAN MNocknaHHs Homep: 0511241330
Buganoe:

Nek LapmaceoTyikanc 4.4., BupobHuya ainbHUYs Nevpasa

Tpimnini 2f, Nengasa, 9220, CrioseHin

CEPTU®IKAT AHANI3Y

" Ne ma: :.epgany _ N° cepu il’l bulk: :

yraKoBLii: © inbulk: : © npupatHocTi:
PD9514 854530 A033603 22-‘1EP-2024 . 31-TPA-2026
"""" Tecr - Bumorn it - Pesynutath

KinbkicHe BU3HaveHHA

**OAHOpIGHICTL AosoBaHMx ofuHuus 3a  Bignosinae sumoram Cep. ®apm., dapm. CLUA | ®apm. SnoHii - **He Tecrysanocs
ofHopigHicTo BMiCTY, meTogom BEPX;

+  LinknocnopuH

KinbkicHe smataderHa, metogom I'X

e« EtaHon 90,0 % - 120,0 % Big 3asBNeHOro BMICTY S 99,7 %
«  Mponinenrnikens © 80,0 % - 120,0 % Bin 3anBneHoro BMicTY . 1069 %
KinbkicHe BU3HaueHHs, meTonom BEPX 95,0 % - 105,0 % Big 3asiBneHoro BMicTy - 100,7 %

+  LUwnknocnopux

*KinbkicHe — BM3HaYeHHsi, meTogom - 80,0 % - 120,0 % ein saseneHoro BMICTY : ™He TecTyBanoce
BEPX :

¢ Dl-a-Tokothepon

rlpMMITKM

*He pyTuHHUA TecT, BanOGyBaHHﬂ NPoBOAWTECA Ha KoxHIA 10-Til cepil.

**He pyTVIHHVM TecT. Nicns nepumx 10 NCCHIAOBHUX MPOMUCNOBIX cepiil YacToTa BUNPoBYBaHL AMEHLIYETLESA A0 KOXHOT 10 | cepu

***He pyTUHHMIA TecT. BUnpoGyeaHHs NpoBoAMTLES Ha 5-TW NOCIILOBHHX MPOMUCNIOBNX CepifX. FKWe BUNPOGYBARHA BUKOHYIOTLCS,
vacToTa BunpobysaHe moke GyTW ameHUreHa go koxkol 10-i cepii. Sk MmiHiMym, 1 cepis noeuHHA BUNPoBOBYBATUCE NPOTArOM
KaneHgapHoro poky, B AKOMY rpogykT BypobneHy%i.
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