TIEPYKABHA CJIVKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npos. Ceitnmanoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3EHOr0 B YKpaiHy nikapceKoro 3acoby

01.03.2024 Ne 4407/24/10

JIEKAJOJI JIOHI

(HaliMenyRaHHS JTiKapchKoro 3acofy 3rimo 3 peecTpaniHHAM TOCBI TUEHHM)
Ta6JIeTKH, BKPUTI I1iBKOBOIO 000J101K0I0, 200 Mr/500 mr; o 10 Tabaerox y Gaicrepi; mo 1
GaicTepy y KapToHHiii xopooui

(opma BUITYCKY, [O3YBaHHS, BUJ TaKyBaHHA gikapckkoro 3acaby)
Homep peectpauiituoro ocsiguenns UA/] 8643/01/01 crpox xii peectpalliffHoro moCBiguCHHs 23.03.2026
Cepis nikapeskoro sacoby Ne P2310160 KinbKicTs BBE3€HOTO Tikapeskoro sacoby 47599

BupobHuK Jlex ®apMalLeBTHIHA KoMITaHis x.4., CnoBeHis

(maifMeHyBaHHs BUPOGHHKA TIKapCHKOTO 3aco6y, kpaiHa JIOXOKEHHS)

BeeseHo B YkpaiHy ToBapucTBO 3 oGMesxkeHO0I0 BianoBinanbHicTIo " Canio3 Vxpaina",
inent. xon: 38419586

(HaiimMeryBanHs Ta kox 3a EJPTIOY fopruaHoi 0cobu abo Tpi3BHUILE, iM's1, o 6aThkoBi BizuaHOT
ocofu - mignpueMiid, 1i Micle IPoxkBaHHA Ta peecTpaniiKiif Homep 00671iKkoBoOT KAPTKU IIATHIKA
nonatkis aGo cepis Ta HOMEP TIACTIOpTa)

TpoToKo Bi3yaILHOr0 KOHTPOJIIO Bil 29.02.2024 N2 0219/2.

3a  pesynbTaTaMW  JEpKABHOTO KOHTPOTIO — BCTAHOBJEHO, MO nikapceknii 3aci6 BBeseHo B Ykpaily 3

[lOTpl/IMaHHSIM BHMOT 3aKOHOZABCTBA 11010 3a6esnedeHHs AK0CTi TiKapCHKUX 3ac00iB.
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SANDOZ

Ne: 2301241835

OdropmineHo:

TNek ®apmaueBTU4Ha KoMMaHia a.4.
Beposikosa 57

1526 JobnsHa

CroseHis

Ten.: +386 1 5802111

daxc.: +386 1 5683517

www . lek.si

NiueHsia Ha BUPOOHULITBO:
800-16/2023-6

CepTtudpikaT BignosigHocTi

Hasea martepiany:
TopriBenbHa HasBa:
Cuna gil/akTUBHICTbL:
Nikapcbka opma:
Tun ynakoBKu:
Po3Mip yrakoBKu:

Ne marepiany:
BHyTpiwHiiA Ne cepii:
[ara supobHULTBa:
CTpoK NpuAaTHOCTI:
Bupo6Hu4a ginsHuus:

[AinbHUUA BUNYCKY:

LBinbHUUA TecTyBaHHA:

Kpaina-imnoprep:
YkpaiHa

NEKALON MOHI 500+200 Ml 10 ®KT FOA
NIEKALON NOHT

200 Ml + 500 MIT

TABNETKN, BKPUTI NNIIBKOBOKO OBONTOHKOIO

BIICTEP

1TWTx10WT

44086120 Tun Bunycky: CEPTUGIKALIA CEPII
NK1521 Homep cepii Ha ynakoBui: P2310160
01-1nM-2023 [aTa Bunycky: 23-Cl4-2024
30-4EP-2026 KinbKicTb: 47599 YT

POHTIC XEMNAC MEJIKAN EHL
IHOACTPIAN APEA NTAPICA

415 00 JTAPICA

IMpeuis

NEK ®PAPMALIEBTUYHA KOMMAHIA O.4. Homep niuexsii:  800-16/2023-6
BeposLukosa 57

1526 MOBNAHA

CrniogeHis

POHTIC XENNAC MEJIKAN EHL
IHOACTPIAIT APEA NTAPICA

415 00 JIAPICA

Mpeuis

Homep PeectpauiiiHoro MocsiaveHHA:
UA/18643/01/01

MoroxeHHnA Npo cepTUdiKauio

Lium nigTBEpAKYI0 AOCTOBIPHICTL Ta TOYHICTL BULLEHaBeaeHo! iHdopmMauil. Lis cepis nikapcbkoro 3acoby byna
BUFOTOBIIEHA, BKIIOHHO 3 YNaKoBKOK/MapKyBaHHAM Ta KoHTponem AKOCTI Ha BULLIEHABEAEHUX BUPOBHUUNX
JiNbHUUAX Y NOBHINA BignosigHocTi fo sBumor GMP micueBUx perynsaTopHuX opraHiB, a Takox [0 cneuudikauii
PeecTpaLjiitHoro [jocke kpaiHu imnoprepa abo hainy cneuudikadii AocnigKyBaHOro nikapcbkoro 3acoby. Hai
MpO BUFOTOBMEHHS, YNAKOBKY Ta aHariaun cepii Byno nepesipeHo Ta NiATBEPIKEHO X BignoBigHicTs

cTaHpaptam GMP.

KomeHTap fio ceprudikary:

B npotieci BUpPOBHWLITBE Ta NakyBaHHA He BUABNEHO BifXWUIEHb, L0 3A8THI BNAMHYTW Ha BUMYCK MPOAYKTY.

LinbHULA BUPOBHULTBA Ta TeCTyBaHHS: POHTIC Xennac Mepikan eH ®apmackioTikan lNpofakTc C.A,MN.OC.
Bokc 3012 Napica lngacTpian apea, Napica, 41004, Mpeuis

Cropinka: 1/2

*3acBigyeHo eneKTPOHHUM fiAMUcom BIANOBIAHO CTaHAAPTIB €NeKTPOHHUX nignucis Carnos




» OdopmneHo:
, ' z flek dapmaueBTUUHa KoMmnaHia A.4.
o - o B o a—— BepOBLUKOBa 57

1526 JliobnaHa

CnoBeHis

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

Niyensia Ha BUPOBHULTBO!
800-16/2023-6

Ne: 2301241835

CepTtudikat BignosigHocTi

Hassa martepiany: NEKANOI NOHI 500+200 MI™ 10 ®KT [OA

TopriBentHa HasBa NEKALOI NOHI

Ne marepiany: 44086120 BHyTpiwHin Ne cepii:  NK1521
Bunyck cepii / CepTudikauis BukoHaHa: Irena Lahajnar Stare, YnosHosaxeHa ocoba
Bunyck cepii / CepTudbikauia fara/lac: 23-CIY-2024 / 17:33:24 BKY

Oara/Mac cTBopeHHA cepTudikara: 23-Cl4-2024 / 17:35:10 BKY

Cropinka: 2/2 *3acBia4eHo eneKkTpoHHUM NiANUCoM BiANOBIAHO CTAHAAPTIB €NeKTPOHHNUX nignucis Caxios




®dopma 1o WP-8133572

Ne JokymeHty: FRM-8155336

Bepcis: 1.0

MonepepHin N JoKyMEHTY:

FRM-8121099, V-1.0

Ceptudpikat AHanisy

[linbHULSA BUNYCKY Cepil:

Nex ®apmaLeBTUYHA KOMNaHIA 4.4.

Beposlukosa 57

1526 MobnsHa

CrioBeHis

Ten.: +386 (0)1 580 21 11
NiueHsin Ha BUpobHULITBO:
800-16/2023-6

Binnain KonTponto AkocTi

PoHTic Xennac Megikarn eHg,

lupacTpian apea Napica
41004 Napica, peuis
Ten.: +30 2410 541 489

CEPTU®DIKAT AHANI3Y

Bepcis: 01 Hara: 23-Ciy-2024
Hassa marepiany: TIEKABOST NOHT™ 500+200 MI" 100KT HOA
TopriBenkHa Hassa: NEKAQON NOHr
Cepist buik: TC2307119
Homep maTepiany bulk: TCOS5IP
Cepis 'M3: P2310160 [ata supo6HuuTsa: 07 2023
Marepianbhuit Homep MM3: 44086120 TepmiH npupaTtHocTi: 06 2026
MoHorpacis TecTyBaHHs: /
Homep PI: UA/18643/01/01
IHCneKLinHWA roT Ne: NK1521
TECTU CHEUU®IKALIT PE3YNLTATU
30BHIWHIN BAFAAL Big 6irnoro fjo Maibke Binoro Konbopy, oBanbHoi dopmu Tabnetka, BIMOBIAE
(IP-FP-06-01-V1) BKDUTA MITIBKOBOK 060JTOHKO!0
laenTudpikauia AdI
(IP-FP-06-01-V1)
léynpocber
- BEPX - Yac yTpumyBaHHs Bignoginae yacy YTpUMYBaHHA CTaHbapTy BINMOBILAE
(Ha nincTaBi MeToAY KiNbKICHOTO BUSHAYEHHS)
. oM - Y®-cnekTp Bignosigae Y®-cnekrpy craHaapTy BIINOBIOAE
(Ha nigcrasi MeTogy KiNbKiCHOTO BU3HAYeHHs )
[Mapayemamon
- BEPX - Yac yTpumyBaHHs Bignosigae “acy yTpuMyBaHHsa cTaHnapTy BIANOBIOAE
(wa nigcrasi MeTopy KinbkicHoro BU3HAYEHHS)
- ¢OM - Y®-cnekTp Bignosigae Y®-cnekrpy ctaHaapTy BIAMNOBIODAE
(Ha nigcTasi MeToay KiflbKiCHOro BU3HAYEHHSH)
Posmipu 19,7 MM X 9,2 MM £ 5 %
OBXWHa X WUpUHA ’ ' 19,8 x 9,3 MM
A K ey ) (18,7 — 20,7) MM X (8,7 — 9,7) MM
OpgHopigHicTs Macu He Binblie 2 oauHnlb > AW £ 5% BIAMNOBIAAE*
(Ph.Eur. 2.9.5) YopHa oavHuus > AW + 10%

KinokicHult BMicT 16ynpodber 95,0 — 105,0% 99,3 %
(IP-I(:g-gf?)?-W) Mapauemamon 95,0 — 105,0% 100,0 %
Po3YMHEHHSA l6ynpodbeH (Q) = 85% uepes 15 xB. 94 %

(BEPX) (sidnosioro do eumoz Ph. Eur. 2.9.3-1) Mix: 80 % (81)
(IP-FP-02/1-01-V1) [Mapauemamoi (Q) = 85% uepes 15 xB. 97 %
(sidnoeioro do sumoe Ph. Eur. 2.9.3-1) MiH: 94 % {81)

OpHopiaHicTk A030BaHUX
oANHULb
(OaHopipHicTL BMICTY)
(Ph.Eur. 2.9.40)
(IP-FP-04-01-V1)

TMpuiimaribHe Yncno Ans fiepiunx 10 oauHMUL MeHtle abo fopiBHIOE
L1, y sincoTkax. SAKWO NpuiimarnbHe H1cno Ginbiue L1, y BigcoTkax,
sUNPOBYBaHH:O NigAalTs HacTynHi 20 oAuHULL i oBumncnloTs
rpuiimanbHe “ucno.

BUMOY BUKCHYIOTHCS, SIKLLO KiHLeBe NpuiAMansHe H1cro,

[6ynpocheH
1,5 % (L1)

[lapauemamon

pospaxosaHe i3 30 041HULb, MeHIle abo nopieHioe L1, y sincotkax, i | 1,5 % (L1)
Wo[eH BMICT y okpeMili 4030BaHIl OAUHYLI He € MEHLIUM 38 (1-L2 x
0,01)M i He € Binbwum 3a (1+ L2 X 0,01)M.
L1 gopisHioe 15,0, a L2 aopisxioe 25,0
CynyTHi AOMilLKN 16ynpocheH Jomiwka B: 0,3 % HMB
(BEPX) Mapauemamos | Domiwka K: £0,1 % HB
(P-FP-03-01-V1) By/b-ska okpema Hesigoma fomiwka: < 0,25 % 0,04 %
Cyma gomiwok: < 1,5 %

0,11 %

Cropitka 132 Tinbku ans bisvecy ESOPS D2
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pma no WP-8133572

Ne JokymeHTy: FRM-8165336

Bepcis: 1.0

MonepenHii Ne LokyMeHTy:

FRM-8121099, V-1.0
Ceptudpikar AHanisy

JireHULS BUNYCRY cepii:

Nek GapmalieBTUHHa KOMNAaHIfA 4.4,

Beposukosa 57

1526 Mobnana

Cnosenis

Ten.: +386 (0)1 580 21 11
NiueHsia Ha BUPOBHULTRO:
800-16/2023-6

Bigain KoHtponto AkocTi
PotTic Xennac Megikan eHa
IHgacTpian apea Jlapica
41004 Iapica, "peuis

Ten.: +30 2410 541 489

CEPTUDIKAT AHATIZY

Bepcis: 01 Hara: 23-Ciu-2024
Hasea MaTepiany: NEKALOIN NNOHI 500+200 MI™ 10$KT FOA
ToprisenbHa HasBga: JIEKALION NNOHI
Cepin bulk: TC2307119
Homep marepiany bulk: TCO5IP
Cepia M3: : P2310169 [Jarta supo6Huyrea: 07 2023
MaTépianSHmﬁ rotep MAS: 44086120 Tepmin npugatHocTi: 06 2026
MoHorpadis TecTyBaHHs!: ! SRR
Howmep PT1: UA/18643/01/01
IHCceKuiiHA% noT Ne: NK1521 o
TECTHU CIELMPIKALIT PE3YNLTATU
laenTudikadis TutaHy 3'ABNSETHCS KOBTYBATO-OpaHxKese 3abapBneHHs BIANOBIOAE
Diokcuay )
{(IP-FP-09/1-01-V1)
Mixpo6ionoriuHa YucToTa
(®apm.€ap.2.6.12 -2.6.13) 3aranbHe uWcno aepobumx__Mikpoopranismis: 103 KYO/r (makc.
(BukoHyembes Ha KoxHill 10-1 cepil | TIPUAHATHE YUCNO = 2000)
abo wowaiiMenue Ha odHil cepif pas | SAranbHe YAcno NDKIDKOBUX Ta NniceHesny rpubis: 102 KYO/r (Makc. H/3
Ha pik, 8 3anexHocmi 8i0 moeo, ufo MPUIAHATHE UUCno = 200)
’ ’ Escherichia coli: BigcyTHi/r :
mae Halbinbuwy vacmomy) "~ (8idnoeidae eumozam dapy. €sp. 5.1.4-1)
BUNYLIEHO / BIAXUNEHO : KUM BUNMYLWEHO nanue  BATA
- Dimitra Gkatziou ’
!BunywieHo/ MeHemxep 3 3a6e3nedeHHst KOHTPOFK AKOCTI — Inigrmc/ 27 XKOB 2023
YnosHosaxexa Ocoba

NPUMITKU

BuuwieaasHadeHi TeCTU onucaHi
AKOCT! MPOOYKTY 3 ID Ne:

B MOHOTIPA®I TECTYBAHHS TOTOBOIO MPORYKTY TA B 3BITI MPO KOHTPOIb
TCO1IP & TCO2IP & TCO3IP&TCO5IP Homiwka B: (2RS)-2-(4-6ymunghenin) nponioHosa

kucroma; Homiwka K: 4-amirogeHon.

KomeHTapi: HB: He susisnewo, * ICP pesynstatu, HMB: Huxk4e Mexi BusHa4eHHs

i

fligrBepaXeHHs:

Lis cepis npoAykTy Bignosigae MeTonam KOHTpOIH. TakuMm YUHOM, NIQTBEPAKYETLCA, Ulo BULieBKasaHa iHdpopmauin

€ AOCTOBIPHOIO | TOUHOIO, a TAKOX, WO pe3yNbTaTu aHanisis nepesipeHi i BianosigaoTe BUMOram HarnexHol

BUPOBHUYHOI NPAKTUKHK.

CepTudikar niaroToBaHo:
[ara: 23-Ciu-2024

Bunyck cepil arTopu3oBaHoO:
Dara nignucy: 23-Ciu-2024

Ales Razdrh, KoopauHaTop i3 3a6esneyveHHs AKOCTI
|Enexmponruii nidnuc: 23.01.2024 15:00:58 +01'007

"Irena Lahajnar Stare, YnosHoBaxeHa ocoba

" |Enexkmponuuil nidnuc: 23.01.2024 15:24.15 +01'007

TpaHckpuriuia pexayanaTiB. TecTyBaHHA BUKOHAHO 3apeeCTPOBAHO ainbHutelo PoxTic Xennac.

Digitaty slgned by Fedochienka fotiana
DN: de=com, de=novarlis, cuspaoplo,
0u=GX, sernlNumber=2116816,
ai=Fadaghonko Totiana

Reason: Sandoz Ukraine QP on imy.ort
Dale: 2024.01,30 13:31:00 + 6200

z

Fedlochenko
Tetiana

Cropinka 23 2 Tinbku aAna Bisnecy ESOPS D2




