JAEPIKABHA CJIVIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KAIBCHKIN OBJIACTI

npocriekT Banepis Jlo6anoscrkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
NPO AKICTL BBE3EHOr0 B YKpaiHy JiKapchbKoro 3acody

31.05.2023 Ne 24263/23/10

BAHEOIIMH

(naliMeHyBaHH: JiKapCbKOTo 3acoby 3TiXHO 3 peeCTpalliifHHM NOCBiIXIEHHAM)
Ma3sb 1o 20 r y Ty6i; no 1 Ty6i B kapToHHii Kopolui

(thopma BHITYCKY, O3YBaHH, BUA MaKyBaHHA JKapCchKoro 3acoby)

Homep peectpauiitaoro nocsizuenns UA/3951/01/01 crpox xii peectpaniitzoro mocsizuerns 01.01.2099

Cepis nikapeskoro 3aco6y Ne MU7497 KinbkicTs BBE3€HOrO Nikapchkoro 3acody 36372
Bupo6Huk Camorac ®apma I'M6X, Himeyunna
(HaliMenyBaHHs BUpOGHUKA JTIKAPCEKOro 32c00y, KpaiHa ITOXOMKEHHs)
BaeseHo B Vkpainy ToBapucTBo 3 06MexeHo010 BiamoBiganbHicTio "Cango3 Ykpaina",
inenT. xon: 38419586

(nafiMenyBaHH: Ta kog 3a €JIPTIOY ropumirgroi ocobu abo npizeuine, im'a, Mo 6aTbKoBI (isHyHOI
ocobu - mianpremus, ii Micue MpoXkHBaHHA Ta peecTpalikHuit HoMep 06NiKOBOI KapTKH MUIaTHHKa
TozaTkiB aGo cepis Ta HOMep macropTa)

TIporoxon BisyanasHoro konrposo six 25.05.2023 Ne 1583/4.

3a pesyabTaTaMH  AEpKaBHOTO KOHTPONIO BCTAHOBJEHO, WIO JikapchkWit 3aci6 BBeseHo B VYkpainy 3

OJOTPUMAHHAM BHMOT 3aKOHOJABCTBRA 040 3a6e3MeyeHH s AKOCT] JiKapChKUX 3acobiB.
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SANDOZ o "

Ne: 2404230947

OdpopmneHo:

CAIMIOTAC ®APMA rMBX

Bupo6Huua pinbkuus B OcTepeegiHreHi

NaHre lepeH 3

39171 Cionserans OT OcrepsegiHreH

Himeu4nHa

Ten.: +49 39205 420
TNiyeHsis Ha BUPOBHULTBO:
DE_ST_01_MIA_2022_0023

CepTudikat BignoigHoCTi

Hassa marepiany:
TopriBenbHa Ha3Ba:
Cuna gii/akTuBHIiCTb:
Jlikapcbka cpopma:
Tun ynakoBku:
KinbkicTb B ynakosui:
Ne Matepiany:

Ne cepii Cangoas:
[ara Bupo6HULTBA:
TepmiH npugaTHoOCTI:
Bupo6GHuya ginbHuus:

BinbHULUA BUNYycKky
cepii:

HDinbHWUA TecTyBaHHA:

BAHEOLIMH 250+5000MO/I" 207 MA3b IOA
BAHEOLIMH

250 MO + 5000 MO /1 I

MA3b

TYBA
1TWTx20T
44103336
MU7497
03-Nk0T-2023
ClY4-2026

CAJTKOTAC APMA TMBX

39171 Cionsetans OT OcTepBegiHreH
Himevunna

CANMKOTAC APMA rMBX

BupobHuya ginekuua 8 OctepBefiHreHi
NaHre NepeH 3

39171 Cionsetanb OT OcTepsegiHreH
Himeuunnha

CAMKOTAC PAPMA TMBX

BupobHuya ginsHuus B OcTepeegiHreHi
JlaHre "'epeH 3

39171 Cionsetanb OT OcrepBegiHreH

Tun BUNYyCKy:

Hara Bunycky:
KinbkicTb:

Homep niueHsii:

CEPTUDIKALIA CEPI

24-KBI-2023
36372 Y
DE_ST_01_MIA_2022
_0023

HimeuunHa
DinbHUUA TeCcTyBaHHA: Na6op NIC CE & KO KI
MAHIENbCOENLQI 4,5,6
MPOCCEHBPAX
97708 BA BOKNET
HimeuunHa
Kpaina-imnoprep: Homep PeecTpauiitHoro noceigvyeHHs:
YkpaiHa UA/3951/01/01
KomMnoHeHTN:

HasBsa marepiany:

Ne marepiany:
3aranbHa K-cTb in bulk:
Bupo6Huya ginbHuusa:

BALUUTP+HEO MA3b 250+5000MO/1I" OE21 €Y 01
42031676 MpoaykT bulk Cepis Ne:

797.7 KI'

CAIMKOTAC ®APMA I'MBX

BupobHuua ginbHuua B OcTepsesiHreHi
JlaHre l'epeH 3 )
39171 Cionzetans OT OcTepsegiHreH
HimevdnHa

Homep niueHsii:

MT7629

DE_ST_01_MIA_20
22 0023

CepTudikaT nignucaHo enekTpoOHHUM NiANUCOM BINOBIAHO A0 CTaHOApTIB eNeKTPOHHWUX Nianucis

Box out. WAhEY
85 OF #4253 b




OdopmrieHo:

CAJTIOTAC ©APMA TMBEX

BupoBHuua ginkHuua B OcTepsefiHreHi
NaHre MepeH 3

39171 Cronsetant OT OcTepsegiHreH
HimevuuHa

SANDQOZ . oes

Ten.: +49 39205 420
NiueHsia Ha BUPOBHULTBO:

Ne: 2404230947 DE_ST_01_MIA_2022_0023

CepTudhikaT BignosigHocTi

Hasea marepiany: BAHEOLIMH 250+5000MO/T 20" MA3b IOA

BAHEOLIVH
44103336

Toprosa Ha3Ba:

Ne marvepiany: Ne cepii CaHpos: MU7497

KomMmnoHeHTH:

Hasga matepiany: BALIMTPALIVH LIMHK H KCENN MC Y4 €Y

Ne marepiany: 40005717 AxTuBH. cbapm. iHrpegieHT Cepis Ne: B657957
Bupo6Huya ginbHuusA: 3ennia (Taiwxoy) dapmaueBTUYHa KOMIaHIsA
Poap BiHbxai, PalioH LizsoussaH 108
PANOH LI3AU3SAH
318000 Taiiwkoy, npoBiHLia YUxelsaH
Kuran
Ne cepii BUpoGHuUKa: C2380563
KoMnoHeHTU:
Ha3sBa matepiany: HEOMIL|H CYI H NMXYN MC YA €Y 01
N2 matepiany: 40006811 AxTuBH. cpapm. iHrpegieHt Cepis Ne: B646209

Bupo6Huya ginbHuus:

KomnaHis ®apmalia & AngxoH
MNopTax Poag 7000

49001-0199 Kanamaay
CLIA
Ne cepii BUpo6HuUKa: FX5712

MonoxeHHsa npo cepTudikalito

Lum nigreepakyro, Wo BuUlleHaBeAeHa iHdopMalis € [ocToBipHOl Ta TouHow. [aHa cepis rotoeoro
nikapcbKoro aacoby 6yna BUroToBmneHa (BKIMOYHO 3 NakyBaHHAM/MapKyBaHHAM) Ta NpoliLLIna KOHTPOnb SKOCTi Ha
BULLIEHaBEAEHUX BUPOGHUYMX AinbHUUAX Y NOBHIKA BignosigHocTi o Bumor GMP Micuesux PerynstopHux
opraHiB Ta 3rigHo s3aTeepaxeHol cneuudikauii Peectpauiiiioro [ocke KkpaiHu iMnopTtepa. [poTokonu
BUPOBHULITBA, NakyBaHHA Ta aHaniTUYHOTO TeCTyBaHHs Bynu nepesipeni Ta Gyria BCTaHOBMEHa iX BiONOBIOHICTL
GMP. ‘

KomeHTap po ceptudikary:

B npoueci BMpoBHULTBA i NaKyBaHHA He BUSIBIIEHO BIAXUNEHb, O 3AaTHI BIAMHYTU Ha BUAMYCK NPOAYKTY.




SANDOZ 50 CATIOTAG GAPMA TVIEX

Ne: 2404230947

Bupo6Huya ainbHuus B OctepaeniHreH

Nanre 'epeH 3
39171 Cionsetans OT OcTepbeaiHreH
HimeuyuHa

Ten.: +49 39205 420

Niuexsia Ha BUpOBHULITBO:
DE_ST_01_MIA_2022_0023

CepTudikat BignoigHoCTi

Hazga martepiany:

BAHEOLIMH 250+5000MO/T" 207" MA3b OA

Toproea Ha3Ba: BAHEGUWH

Ne maTtepiany: 44103336 Ne cepii Cangos: MU7497
Bunyck cepii / CepTudikauis BukoHaHa: Sabine Desch, YnosHosaxeHa ocoba Ta KepisHuk KA
Bunyck cepii / Ceptudikauis Qara/Mac: 24-KBI-2023 / 07:47:01 BKY

Oara/Mac ochopmneHHs cepTudikary: 24-KBI-2023 / 07:47:04 BKY

CropiHka: 3/3

*CepTudikaT nignucaHo enekTpoOHHUM NiANMCOM BiGNOBILHO 40O CTaHOAPTIB eNeKTPOHHUX Mignucis
CaHgos




SANDOZ /"

Peecr.: 000000465019

OdropMmneHo:

CANKOTAC ®APMA FMEX

Bupo6uuya ginbhuusa B OctepBeginreni
INaure lepeH 3

39171 Cronzetanb OT OcTepBeaniHreH
Himeuuuna

Ten.: +49 39205 420

JliueHsia Ha BUPpOOGHULUTBO:
DE_ST_01_MIA_2022_0023

Ceptudpikar AHanisy

Hazea martepiany:
ToprisenkHa HasBsa:

Marepian Ne:

Matepian bulk 1:

IHcnekuiiHa cepia Ne:

Hata Bupo6HUyTBa:

TepmiH npuparTHocTi Ha ynakosui 1:
3amMOBHHMK:

BAHEOLIUH 250+5000MO/T" 20I" MA3b HOA

BAHEOLUUWH

44103336 Cepia CaHpoa: MU7497
42031676 Cepis bulk 1: MT7629
000408730268

03-1110T-2023

01/2026 TepMidn npuaatHocti:  CIY4-2026

CaHpos YkpaiHa, YkpaiHa

Tect Bumoru PesyrnbTatu
30BHilWHilt BUrNsag OBTyBaTa oiHOpigHa Masb Binnosinae
(opraHonenTuyHo)

3anax nerkuii xapakTepHuit Binnesigae
(opraHonenTuyHo)

CepegHa Maca HanoBHEeHHN 220,0r 209r
(IPC)

IHOUBiAYanEHI 3HAYEHHSA Macy HaNOBHEHHN 219,0r Bignoeigae
(IPC)

Poamip YacTok < 150 MKM Bianoeinae
(€8p.®. 2.9.37)

Bwict Bogu <0,5% 0,1%
(€Bp.®. 2.5.32)

lneHTMdikauis BaunTpauuHy Mae BignosigaTu Bianosigae
(TWIX)

lneHTudikauis LinHky mae Bignosigatu Bipnosinae
(ximiuna peakuis)

lpenTudbikaLia HeomiuuHy Mae BignosigaTy Bignosinae
(ximiyHa peakujis)

laeHTUdikauia CynbgaTis mae BignosigaTi Bianosigae
(xiMiyHa peakuin)

KinekicHe BU3HaueHHs BauuTpauuHy UuHKY 238 — 287 MO/r 252 MOIr

(mikpobionoriyHum meTooM)

3asipeHo enekTPOHHUM MIANUCOM BiANOBIAHO A0 CTaHAAPTIE enekTPoHHUX nianucis CaHpo3s




s ANDO A Novartis OdhopmneHo: CAIIIOTAC GAPMA r'MBX

Division Bupo6Huya pginsHuus B OcrepBefiHreHi
JNanre lepen 3

39171 Cronserans OT OcTepBeginreH
HiMeuuunHa

Ten.: +49 39205 420

JliueHsis Ha BUPOOHULTBO:
DE_ST_01_MIA_2022_0023

CepTtudpikar AHanisy

Peecr.: 000000465019

Hasea matepiany: BAHEOLIWH 250+5000MO/T 20I" MA3b IOA

Marepian Ne: 44103336 Cepist CaHgos: MU7497
Tect Bumoru PesynbraTu
KinbkicHe BusHaueHHs HeomiluHy cynbgaty 4750 — 5750 MO/r 5075 MO/r

(mikpoBionorivHum MeToaoM)

3arankbHe 4ucno aepobHUX MiKpoopraHismis <102 KYOIl < 20 KYOIlr
TAMC
(€ep. @. 2.6.12)
3aranbHe YACNo APKAXOBUX i NniceHeBux rpubis < 10! KYOIl < 20 KYOIl
TYMC
(Esp. @, 2.6.12) |
Pseudomonas aeruginosa BigcyTHi / T BigeyTHi /
(Esp. ®. 2.6.13)
Staphylococcus aureus BiflCyTHI / T BigcyTHi /T
| (EBp. 9. 2.6.13)
Mikpo6ionoriyHa YucToTa Mae Bignosigatu Bignosinae -
(€Bp. ®. 5.1.4)
TecTyBaHHA MaTepiany MakyBarnbHult MaTepian signosigae Bignosigae
BUMOraM. XapakTepucTuku ofHopiaHi Ta
po36ipnusi.

NiaTBepmxeHHA:

Lia cepisi npoaykty Bignosinae meTopam KOHTporo. Takum YMHOM, MIATBEPAXYETHCH, WO BHULiEBKasaHa
| iHdhopMaLlis € [OCTOBIPHOIO | TOYHOI, @ TaKoX, Lo peaynbTaTi aHanisis nepesipeni i BiANOBIAAIOTL BUMOram
j HanexHol BUPOBHUYOT NPaKTUKU,

Bunyck cepii / CepTuchikauia BUKoHaHa: Sabine Desch, YnosHoBaxeHa oco6a Ta KepiBHuk KA
Bunyck cepii / CepTudikauil Jarta / Yac: 24-KBI-2023 07:47:02 BKY
Ceptudikar ohopmnenuit gara / vac: 24-KBI-2023 07:47:06 BKY

Dipitally slgned by Fadaochanko Tetiana
F e d (0] Ch en ko ON: doweom, desnovanls, ouspeosto,
™ . ousGX, seriaiNumbers2116818,
cennFadochanke Totiana

i " . Roason: Sand ine P o import
Tetiana . oo e onoioost

3aBipeHo enekTpoHHKM NiANKCOM BIGNOBIAHO A0 CTaHAAPTIB eNeKTPOHHUX nignucie CaHpos
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