JAEPKABHA CJIVKBA 3 JIIKAPCBKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npocnekT Banepisa Jlobanoscekoro, 51, M. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI'0 B YKPAIHY JiKaPCLKOro 3acody

14.08.2023 Ne 39288/23/10

CIIASMAJITOH®

(HaliMEHyRBaHHA J1IKapCHKOro 3aco6y 3riaHo 3 peECTpaLiiiHUM NOCBiTICHHIM)
Ta0JeTKH, 10 10 Tabnerok y OsicTepi; mo 1 6JIiCTem KapTOHHIH KopoOui

(dopma BumycKky, 103yBaHHS, BU/I ITAKYBaHHA JIIKapChKOTro 3ac00y)

Homep peectpauiiitoro nocsinuenns UA/7059/01/01 crpox aii peecrpauiittoro moceizuenus 01.01.2099

Cepis mikapcekoro 3acoby Ne 137117 KinekicTe BBE3€HOTO JTiKaperkoro 3acoby 118043
Bupo6uuk bankandapma-ynsuns AT, Bonrapis
(HaliMEHYBaHHA BUDOOHMKA JIIKaPCHKOro 3ac00y, KpaiHa MOXO0IKeHH)
Beeseno B Ykpainy TosapucTBO 3 06MexkeH010 BinnmoBinaabHicTIO ""Tepa Yxkpaina", inenr.
xon: 34770471

(naiimenyBanns Ta ko4 3a €JIPIIOY ropumranoi ocobu a6o Npi3BHILE, iM'd, N0 GaTEKOBI (Gi3uuHOT
0co0M - mianpuemi, if Miclie IPOKUBAHHA Ta peecTpaLiiHHE HOMEp 00MIKOBOI KapTKH IUIaTHUKA
NOAATKIB 460 cepis Ta HOMep macropTa)

IIporoxos BisyansHoro xourposo gix 14.08.2023 Ne 2487/2.

3a  pesynpraTaMH JEPXKaBHOTO KOHTPOTIO BCTAHOBJIEHO, IO JIKApChKHH  3aci0 BBe3eHO B YkpaiHy 3

AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA IO/0 3a6e3neYeHHs SKOCTi JTIKAPCBEKUX 3acO0iB.

Kornsposa JI.B.

(npi3euule Ta ininianm)




CEPTU®IKAT BUNYCKY CEPIi Ne 3113

KnieHT: YKpaiHa
KpaiHa-imnoprep: YKpaiHa
Ha3Ba npoayKTY KhieHra: Cnasmanron®, Tabnetku Ne 10 {Ne10x1)
Hassa npogykry Actavis: Cnasmanron®, tabnerku Ne 10 (Ne10x1)

MeTtamizon Hatpilo 500 wmr, NitodeHoHy rigpoxnopup 5 mr,
Cknap: . ; ;

dennisepuHio bpomia 0,1 mr
BupobHuumnit Homep cepil: 2000078388
MNakysanbHui Homep cepii: 137117
KnieHTCbKMA HoOmep cepil: 137117
NlikapcbKa dopma: X] Tabnerku Kancynu |HLW|

_ Tepmin
Aara supobHuTBa: 05.2023 npUpaTHOCT: 05.2025
Bup ynakosku: | [X|Bnictep
Po3mip ynakosku: 1 6nicTep x 10 tabn. MnAwka
banx [EHI]
Homep
BiaBaHTarKeHa KinbKicTb: 118 043 ynakoBOK peectpauiinoro | UA/7059/01/01
B NOCBIAYEHHA:

Rinbunuya sBupobuuuTea X Bankandapma-Ayrnanua | [ | lHwi
Hepo3dacoBaHoro AT, (Hasea, agpeca, HoMep AiLLeH3sii)
npenapary: Byn. CamoOKoBCbKe uloce, 3,

Aynnuua, 2600, boarapia

HOoMep nileHsii: BG/MIA-0360
BinbHnun ynakoexm, X bankanpapma-AynHuus [HWI
KOHTROJIIO AKOCTI Ta BUNyCKY | AT, (Ha3Ba, agpeca, Homep AiueHsii)
BKa3aHOI cepil: By/n. CamMOKOBCbKe wWoce, 3,

Aynuuug, 2600, Bonrapin

HOMep AilleHsii: BG/MIA-0360
Pesynbtatu aHanisy: CeptudikaTt anHaniay Ne 354415
KomeHTapi: 36epiraTh npv TemnepaTtypi He BULe 25°C

1. A niaTBepAXylo, WO BKasaHa cepia Byna BURAyWEHA HA PUMHOK KOMMAHIEID bankandapma-Aynuuua AT,
boarapis

2.8 3aABAAlo, WO HasefeHa Buule iHPOPMALA € AOCTOBIPHOIO Ta TOYHOM. 3a3HauyeHa cepia 6yna

BUrOTOB/IEHA, BKOYAOUM YNAKOBKY i KOHTPOAb AKOCTI HA BKa3aHUX BULLLE BUPOBHUYMUX AiNbHULAX, BHi 1

cneuundikauii PeecrpauyifiHoro nocsigueHHa KpaiHu-imnopTepa.
3. Npotokonn supobHULTEA, YRaKOBKM | aHaniy cepii 6yan posrsnyTi i BUSHaHI TaKmK )
BUMOram GMP i TexHiYHOT yroam. |
4. Yu cnocTepiranuce byab-aki cyTTeBi BigxuneHHs Big BUPOBHUYOTO Npouecy, BKazaHi B Th
CTOCYIOTbCA AKOCTI NpoAyKTy abo npouecy Noro BUNycky:

Hi Tak (#uB. KoNilo 3BiTy Npo BigXMAEHHSA)
Data: 13.07.2023 Mianuc:... BShaVarska ..o

YnosHosaxeHa ocoba 3 akocTi {
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Biaain kontponw axocri, flynuuuya, bonarapia
CEPTUDIKAT AHAMI3Y TA BIANOBIAHOCTI

[poaykT: CIASMANTOH® tabneTku
[TocunaHHA Ne: 000000000003331328 Homep cepii 2000078388
MeToa: SDIR006527/4 Tepmin npuaaTHOCTI -
dara supobnuuTea: 12 tpasHsa 2023
Cneundikauia Ne: SDIR006527/4 Homep ceptudikaty 354415
aHanisy LIMS
HaTa aHanisy: 13 nunna 2023 PO3mip ynakoBKH -
Nokaskmxm Bumoru, gonycrumi mendi - Pesynbrar
30BHILWHIK BUrAAA Kpyrni, nnocki tabnetku 3i cxowemumn | Bianosigae
KpaAamu, 3 PUCKOK Ha OAHIA CTOPOHI,
Alamerpom 13 mm
Konip {BizayaabHo) binm abo maitke Binnn BIAMNOBIAAE

Mai ke Binvi

IaeHTngikauia metamizony HaTpiio

- Yo (€sp. ¢, 2.2.25), [TOBMHEH BUTPUMYBATH BUNPOBYBaHHS BignoBinac
K0JIbOpORa peaktis [OBUHEH BUTPUMYBATH BUNPOBYBaHHA Bianosinae
lnenTndikayin nitodeHony rigpoxnopuay
- TUX({€sp. ¢., 2.2.27) [NOBMHEH BUTPUMYBATH BUNPOBYBaHHA Bianosinae
- BEPX (€sp. ¢ 2.2.29) Yac yTpumyBaKwHA ronoBHoro niky Ha | Bianosigae
XpomaTorpami BunpobysBaHOrO PO3YUHY
BiANOBINAE yacy YTPUMYBAHHA
niTopeHoHy riapoxnopuay Ha
XpomaTorpami CtTaH4apTHOro PO3vnHY.
laenTudikauia pennisepunio 6pominy
- BEPX{(€sp. $2.2.29) Yac yTpumyBaHHA ronosHore niky wa | BiAnosiaae
XpomaTtorpami sunpodbysaHoro posumHy
BiAnoOBinac yacy YTRUMYBaHHA
deHnisepuHilo Bpominy Ha xpomaTorpami
CTAaHAAPTHOTO PO3YUHY.
Maca ogHici Tabnerku (€8p. ., 2.9.5) 620 mr 616 mr
OaHopigHicte mack (€sp. ., 2.9.5)
MiH. +5% 606 mr
Makc, +5% 623 mr
Posnaganna (€Bp. ¢., 2.9.1) He Binbwe 15 xB 4 xB
CynposigHi pomilikM metamisony
HaTpio
(PX, €sp. ¢., 2.2.29) He Binblue 1,0% 0,1% {0,133)%
4-meTunamiHoaHTuNipuH {(gomiwka C)
OpHopigHicTs A030BaHNX OAMH UL
- nitopeHoHy rigpoxnopuay (C22HzsNO4Cl) | 3rigHo €sp. ¢., 2.9.40 meTog |
AV OAHOPIAHICTb A03YyBaHHA 2,2
[pornpenunin eTan

- peHnisepuHio Bpomigy (C2aH2sN2OBr)
AV

MpoiaeHunit eTan

- MeTami3ony HaTpito
(C13H15N3N3045.H20)

AV

[MponaeHui eTan

3rigHo €8p. ¢., 2.9.40 meToq |
OAHOPIAHICTb A,03YBAHHA

»
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teva

BmicT B 0gHIW Tabnerui
- METaMI3 0Ny HaTPI

(CisH1sN3Na04S.H,0) MoaomeTpuune 475,0 oo 525,0 mr 480,3 mr
TUTPYBAHHSA
- nitoperony rigpoxnopuay (CoHa6NOCH | 4,5 1o 5,5 mr 2,0 mr
€8p. ¢., 2.2.29 PX
- pennisepunio Gpomiay (CzHasN,OBr) | 0,085 no 0,115 mr G,097 mr
€sp. §., 2.2.29 PX (0.092-0115 me- dodaxi eHympiwHi
AimMimu 018 2apAHMyBGHHA HOMEWHO20
pesynemamy npu gunpobysaHHi
cmabinerocmi)
Mikpobionoriuna wumcrota [(epioanuyne
BUNpobyBsaHHA (Esp. Papm. 2.6.12, 2.6.13). | He Binblue 10® KYO/r TecT He
- 3aranbHa KiNbKicTb aepobHKUX NpoBOANBCA
mikpoopraHiamis (TAMC) He 6inbwe 102 KYO/r Tect He
- 3aranbHa KiSIbKiCTb APIXKAKOBUX Ta NPOBOAMBLA
naiceHesux rpubis (TYMC) BiocyTHiCTb Tecr He
- E. coli npoBOAUBCA
[lepiogyuHe BUNPOOYBaHHSA.
KOXHY 10-Ty cepito.
MNocunanua —
MepernanyTo: ........Veronika Borisova Aara: 13.07.2023
CTapwui ananitmk (nianuc) 13.07.2023
3arBepaiKeHo ....... Veronika Borisova Aara: 13.07.2023
Craplmnn asaniTmk (nignuc) 13.07.2023
bankanpapma-dynunua AT, Aynuuua 2600, Boarapis, Bya. CamOKOBCbKE woce, 3
T. +359(701) 58 477, E-mail: dupoperations@teva.bg, www.teva.bg
MiagTBe pAXKeHo, WO AaHWA NPoAYKT BupobaeHo 3 AOTPUMAHHAM BUMmor GMP
13.07.2023

Homep 3BiTy 216788




