TIEPKABHA CJIYKBA 3 JIKAPCbKUAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJACTI

nipos. Ceitnuunoi Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo AKicTL BBe3eHOro B YKpainy Jikapcbkoro 3acody

15.11.2024 Ne 58293/24/10

BPOHXO-MYHAJI® I1

(HaliMeHyBaHHS JiKapchKoTo 3aco0y 3rinHo 3 peecTpauifHIM MOCBITYEHHM)
Kancyiu TBepai no 3,5 mr, no 10 kancyn y 6aicrepi; o 3 éaicrepu y KAPTOHHII kopoOui
(dopMa BRITYCKY, 103YBaHHA, BHII NAKyBaHH: JHiKapChKOro 3aco0y)

Howmep peectpauiiisoro nocsizerns UA/14268/01/01 crpox nif peectpauiiinoro nocsizdenns 01.01.2099
Cepis mikapckoro 3aco6y Ne NU8946 Kinsxicts BBe3eHOTO Mikapcskoro 3acoby 15503

Bupo6HuK Jlex ®apmanesTHyHa KOMIaHis 1.1., CroBeHis
(HaliMeryBaHHA BUPOGHHKA Jikapchkoro 3acoby, kpaiHa TIOXOUKEHHSA)

Baesero B Ykpaiy ToBapHcTBo 3 06MekeHOI0 BimoBiNaNbHicTI0 "CaHo3 Ykpaina",
inent. kox: 38419586

(waiimeHyBasHs Ta kox 33 €JPTIOY ropuanuHoi ocobu abo npissuLLe, iM', M0 6aTpkoBi dizHuHOl
ocobu - nimnpueMuLs, ii Micue MPpoXHBaHHs Ta peecrpaum}mu HoMep o6NikoBOT KapTKH NIaTHHKA
nozarkie afo cepis Ta HOMep f1acnopTa)

Mpotokos Bisyansuoro konrpoo sin 11.11.2024 Ne 3483/2.

3a pesynbTaTaMM  JCPKABHOTO KOHTPONI) BCTAHOBIEHO, W10 nixapcbkuit 3aci6 BBeseHO B YKpaiHy 3

JOTPUMAHHSM BHMOT 3a8KOHOJABCTBA II0JI0 326e3NeueHHs AKOCT NiKapcbKUX 3aco0iB.
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SANDOZ

Ne: 2410241501

Odropmnetno:

Nex dapmatieBTUYHA KOMNaHia 4.4,
Beposuwkosa 57

1526 IobnsHa

CnoeeHist

Ten.: +386 1 5802111

dakc.: +386 1 5683517

www lek.si

Ceptudikar BignosigHocCTi

Hassa marepiany:
TopriBenbHa Ha3Ba:

BPOHXO-MYHAN M 3,5MI" 30T>KK O1 YKP
BEPOHXO-MYHAN® 1M

Cuna piilakTusHicts: 3,5 Ml
Nikapckka dpopma: KAMNCYNW TBEPA!
Tun ynakoBku: BIICTEP
Po3mip ynakosku: SWTx10WT
Ne maTepiany: 44110059 Tun Bunycky: CEPTU®IKALIA CEPII
Ne cepii: NU8946
Hara BupoGHuurBa:  13-111C-2023 Dara Bunycky: 24-)KOB-2024
Ctpok npupartHocTi:  31-XOB-2028 BunyuweHa 15503 YT
KiNbKiCThb:
Bunyck cepii: JIEK ®APMALIEBTUYHA KOMNAHIA 4.0. Howmep niueHsii: 800-6/2024-14
Beposlkosa 57
1526 NMIOBNAHA
CnoseHis

MonoxeHHs npo ceprudikauito

Lum niaTeepakyto 4OCTOBIPHICTL Ta TOYHICTL BULLEHaBeneHoT iHdbopMalli. Lis cepis nikapcbkoro 3acoby Gyna
BUTrOTOBNEHA, BKITOYHO 3 YNAKOBKOK/MapKyBaHHAM Ta KOHTPONEM AIKOCTI Ha BULLeHaBeeHUX BUPOBHUYNX
AinbHULSX Y NOBHIK BignosigHocTi 4o BuMor GMP MicLieBUX PErynsiTOpHUX OpraniB, a Takox Ao cneuudikaui
PeecTpauiiiHoro Jocke kpaiku iMnopTepa abo dainy cneuudikauii aocniaxysaHoro fikapcbkoro 3acoby.
[laHi Npo BUrOTOBMEHHS, YNAKOBKY Ta aHaniau cepii 6yno nepesipeHo Ta nigTBepAXeHOo iX BiANOBIAHICT
craHaaptam GMP.

KomeHTapi no ceptudpikary:

Mip yac BUPOBHWYMX onepauiil He Gyno BUABMEHO XOAHWX BiAXUNeHb, AKi Mornn 6 BRMMHYTK Ha
BiANoBIAHICTL BUMoram GMP Ta/abo signosigHictb PeecTtpauidomy [NocsigyerH:o.

"3 Bupobrexo nig kogom 44081456

BukopucraHa cepis bulk: NM2224 (cepist supoBHuka 2300739), Hassa BupobHuka OM dapma CA, BYA
1O JNIAH 22, 1217 MelpeH, Useiuapis

Homep PMN: UA/14268/01/01

Kpaina npuaHaveHHs: Ykpaina

Klemen Mikic, YnosHoeaxeHa ocoba
24->KOB-2024 / 13:01:32 BKY
24-X0B-2024 / 13:01:50 BKY

Bunyck cepii / CepTudikaLia BUkoHaHa:
Bunyck cepii / CepTudpikania Qata/ac:
Hara/Mac odopmneHHsa cepTudikara:

CropiHka: 1/1 *3aBipeHo eneKTpoHHUM NiANMCOM BIANOBIAHO CTaHAapTIB eNeKTPOHHX nignucis CaHgos




Nek ®apMaueBTU4Ha komMnaHia 4.4, Bipain sikocti M®

Beposiukosa 57 Beposlukosa 57

Cl-1526 MobnsiHa, CnoseHis CI-1526 MiobnsHa, CnoseHis
Ten.: +386 (0) 1 580 21 11 Ten.: +386 (0) 1 580 26 81
dake.: +386 (0) 1 586 35 17 dake.: +386 (0) 1 586 45 81

CEPTUDIKAT AHANI3Y

Bepcis: 00 Lara: 24.10.2024
Hassa matepiany: BEPOHXO-MYHAN® M 3,5 Mr Teepdi )enaTuHoBi Kancynu
Cepis bulk: NM2224
Homep Matepiany bulk: 7001125
Cepisi M3: NU8946 [ata Bupo6Huursa: 13-1TMC-2023
Homep matepiany M3: 44081456 TepmiH MpuaarHocTi: 31-XX0B-2028
Monorpadis TectysaHHs: CQC: SPEC034634 noTouHa Bepcia
CQM: SPEC034634 noToyHa Bepcist
Homep PeecTpalitHoro UA/14268/01/01
MNocsigueHHs:
TECTW BUMOT U PESYINBTATA
Konip Ta 30BHILLHIA BUrNAL Henposopa kancyna Ne 3 6ino-6naknuTHOro KoneLopy Bignosinae
xancynu
Konip Ta 30BHiLLHIA BUrMAL nopoLlokK 3nerka 6exeBoro Konsopy signosinae
BMICTY Kancynum
PoanapaHHs He 6inbwe 15 xsunuH BlAnoslnae
Maca Ta 200 mr £ 10 %, BignosigHo €8p. Papm. sianosigae
O/IHOPIAHICTb MacK
Bopa (K.®.) He 6inbwe 10 % 4
|aeHTUdiKauin « [liogpinizoearull nisam 6akmepiti gionosigae
KinkkicHe BuU3Ha4YeHHs MpomeiHu: 1,08
1,1 + 0,25 Mr/kanc.
BmicT aHTureHis (ELISA)* Binnosinae H/3
MikpobionoriyHa yucToTa «3aranbHa KinbkicTb aepobHUX MikpoopraHismis: He <10
Ginblwe 103 KYO /1 *
« 3aranbHa KineKicTb APDKIKOBUX Ta NNICHABUX gignoeigae
rpubis: He Ginbwe 102 KYO /1~
« E.coli: sigcyTHi / T gionogigae

# TeCT He NPOBOAUTLCA PYTUHHO NpY Bunycky cepii
e KYO = konoHie-yTBopiolo4a oauHuLs

MinTBEepAMEeHHs:

Cepis Bignosigae MoHorpadii TecTyBaHHs.
BBTEHTUYHOIO Ta TOYHOI Ta WO 3anuck aHari

Bumoram GMP. -

Lium nigTeepmkyto, Wo BulleHaBeaeHa iHcbopmauis €
3iB Bynu nepernsiHyTi Ta BU3HAaHI TakUMn, Lo BignosinatoTh

CropiHka 13 2




ek dapmaueBTUYHa KoMnaHia a.4. Binnin akocri MM

Bepostukosa 57 Beposlukosa 57

Cl-1526 Mobnsna, Cnosetis CI-1526 Tobnsxa, CnoseHis
Ten.: +386 (0) 1 580 21 11 Ten.: +386 (0) 1 580 26 81
dake.: +386 (0) 1 586 35 17 dakc.: +286 (0) 1 586 45 81

CEPTUGIKAT AHATIZY

Kum nigroTosaro CepTudikar: Klemen Mikic
[lata: 24.10.2024

Kum aBTOpusosaHo Bunyck cepil:  Kiemen Mikic
[ara: 24.10.2024
/nidnuc/ 24.10.2024

MpeacTasneHHst peaynsTtaTis. KA apilicHenni pinsHuueto, BignoeiganbHo 3a TecTyBaHHA OM ®apma CA,
BYA [OHO NTAH 22, 1217 Meiipen, Wseiyapis.

signed by Fadochenks Toliana

Fedochenko ot s s,

ou=52, sorlalNumbor=2116816.
cr=Fedoctienko Tetiuna

.
Tet| a n a Renson: Sandoz Ukralne QF on impor
Date: 2024,11.05 11:07:03 +0200'

CTtopiHka 2 3 2



