JAEPHIIIKCIIYXBA VKPATHI
JEPKABHA CIYXKBA 3 JITKAPCHBKHUX 3ACODBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHNP Y KNIBCHKIN OBJACTI
tipocnext Banepin JloGanopcrkoro, 51, m. Kuis, 03110, ren/dakce: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €APIICY 37078774

,_ BHCHOBOK
PO sKICTH BBE3CHOro B YKpainy JikapchKoro 3acody

24.04.2020 Ne 22165/20/10

ACTEP

(HaﬁMEH}’BaHHF{ E;Kapc:bmm éacoﬁy 3ITIAHO 3 pEECTPaniiieIM NOCBIRICHHSM } |
rabaerka 1o S00 Mr/65 M1, me 10 Tabaerox y Haicrepi; o 2 faicrepy B madqni

(hopma BHOYCKY, TO3VRAHNA, BHAA TIAKYBRHHS JIKapCeKOro 3acoby)
Homep peecTpaniiHoTo TOCBIAMSHHA UA/16604/01/01 CTPOK Al peecTpaiiiHoro nocnigyeHns 06.03.2023
Cepia mikapeskoro 3acody Ne 5070918 KintkicTs BESICHOTS jHKApChROTo 3aceby 22104

Bupobuuk  Canexa @apmacsrorikanz AT, Crosansxa PecnyOmixa

{naiiMenypanss BupOOHUKA AIKAPCEEOT0 3acoby, KpaiHa NOXOMKSHHY)

Bgreseno B Yxpainy Croinbue yrpalHCEKO-eCTOHCHKE NPUEMeTBo ¥ opMi TOBAPACTRA
3 00Mesxenoro BignosizaneaicTo "Onrima-Dapm, JITAY, inenr. xon:
21642228

{ualiMenysanns Ta kox 3a CAPTIOY wopuanunol ocobn abo npizsuie, iM'Y, o SATEKOBL GISNYHOT
0CO0U - miANpUEMITS, T MiCHe IPOKUBAHHS TA peecTpauiiinnit HoMep 0BIIKOBOT KapTKy mHATHHKE
foAaTKiB alo Cepis Ta HOMep HECIoPTa)

[Iporokon Bisyansnore konrpomo sin 23.04.2020 N: 1346/2.

3a pe3ynsYataMH ZEpPKaBHOTO KOHTPONIO BCTAHOBNCHO, IO JUKAPChKHIL 3dCI0 BBE3CHO B YKpaiHy 3
JOTPHMAHHAM BHMOT 33KOHOIABCTRA OO 32063 HeYCHHS SKOCTL RAPCHKMY 3ac00is:
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CEPTU®IKAT AHAJII3IB Cartera Papmacviomixans AT

Cropinka 1 i3 2

Hatimenysanns npooykmy — ACTEP, Ta6ierkn o 500 MI/65 mr i
Homep npodyxmy 60080188 Cepin LIMS HV 649278 |
Homep cepiy 5070918 Posmip cepii 30 204 yn.
| Cuna oit/axmuenicme 500 mr/ 65 mr | I
| Mlixapcoxa popma TabneTkn I
|

.

| Loamip ma mun naxysanns  20rabn(] 0x2)y Gnicrepax  Jama ananizy 10.10.2018
| Hama-eupobruymea 24.09.2018 Cneyughikanyin MKK __ | |
| No.450/UA/16604/01/01 |

Tepmin npudamnocmi 31.08.2023 Homep peccmpayiiinozo UA/16604/01/01 |
Kpaiua imnopmep Yepaiha pocgiduenns
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3oBHimHIA BArIsIY
*  Onuc - Tabnerku xancynononi6roi dopmu, | Binnosimae
Bix 6isoro fo maiixe Ginoro xonsopy
o Cepefna Maca onuiel 617,5 Mr —682,5 mr 6474 mr
TabNeTKH |

OpnnopinuicTs no30BaHNX
OXHHHILD .
»  OnpHopigHicTs MacH AV (10) < 15 a6o | Bignosinae
Tabnerox (AV) { AV (30)<15Ta
napaueTaMmolt 1 0,75M <xi £1,25M

*  3HauCHHA NPHAMATBHOTO | He 6utemie 15 3,1
yucna (AV) napaueramon |

Tabnerok (AV) xodein AV (30)<15 Ta |
0,75M £xi<1,25M | !
*  3HaueHHA NPUIMANBEHOrO | |
. aucna (AV) xodein
InenTudirvanis |
e Ilapaueramon (BEPX) | BinnosinxicTs XpoMaTorpam TTozurneaNi
¢ Iapaneramon (TLIX) | Bignosiauicts pO3Mipy ta | [TosurusHuii
| poamimenHs Rf

* Kodein (BEPX) | Binnosignicts xpomarorpam [MosuTuBHAHA
) KO(beTH (THD() . IBiHH?B iHHiGTb { pD_SMipy' Ta | Hosntupmuit
poaMmuuenss Rf

| Aomimkn Hapaneramon (BEPX)
{ e Jlomika J He 6insie 0,001 %
¢ Jlomimka K He 6u1bmre 0,005 % _
o Jowmimka F He Ginbuie 0,0 5 9% He Buss QRS
o THwi oaunmy Hi JoMiniky He 6inpine 0,10 % 1 <0,01 % ATy
B 'Cyma_.n(}mimOK i He 6insuie 0,2 %-_ ) - <0,01%
Homimkn Kodein (BEPX)
» Teodimin | He 6inpiue 0,1 % <0,05 %
» TGOS}DOMiH' “He Ginsiue 0,1 % <0,05 %
&  IHIUI O ,IIHHHL]HI JIOMIHIKU | He 6inbme0,10 % ‘<0,05 %
L ) Cyma HOMILIOK He 6inbuwe 0,2% <0,05' %

Canexa Dapstaceiomivanz AT, Himpsancorka 100, 92027 Inozoeeys, Cnoeausra Pecnybnixa
Ten.: (+421) 33 736 1111, ®axc.: (+421) 33 730 0890, E-mail: sancca@sancca.com — WWW,saneca,com
1CO 46 833 323, IC DPH SK2023599842 — Tampabank AT- c.u. 2920123416/1100
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CEPTH®OIKAT AHAJIT3IB

CTO[JIHKQ 2 132

Tepmin npuoamnocmi
Kpaina innopmep

60080188 Cepist LIMS HV
5070918 Posmip cepii
500 mr/ 65 mr

Tabnerkn _.
201abn(10x2)y Gnicrepax  Jama ananizy

24.09.2018 Cneyughirayis

31.08.2023

Homep peecmpayiiinozo
_YKpaina NOCBIOUEHHA

Haumenyeanns npodyxmy ACTEP, ta6aerkn o 500 mr/65 mr
Homep npodykmy
| Homep cepii
Cuna diifaxmusticmp
Jikapcora popma
Posmip ma mun naxysaiins
Lama eupobruymea

649278

10.10.2018
Ne.4SO/UA/16604/01/01 |
UA/16604/01/01 |

L= _.

' Kinbkicue BI3Havennsn (BEPX)

[Napaneramony 8 1 Tab

_Kodgeiny B 1 1ab

- Bin 475,0 mr no 525,0 mr
Bin 61,75 mr 1o 68.25 mr

499.5 mr

64,67 Mr

| Pozunnenns Kodeiny
| micas 20 xB (Q=80%)

FP{):mﬂHeHHﬂ.Hapaueframmiyw ”
nicng 20 xB (Q=80%)

iy

He menme 85 %

He menue 85 %

98; 97; 96; 97; 95; 97 %

197:94; 100;98: 92: 95% |

(TAMC)
3aranpHa Kinbkicrs

mricssu (TYMC)
E. coli

{ Mikpo6Giosoriuyna uncrora
JaranbHa KUTBKICTh aepoGiB

JPBKIDKOBUX TpUbiB Ta.

He Ginswe 10° KOE/T

He Ginbie 10? KOE/r

Bincyrri Blr

i

0 KOE/r

| 0 KOE/r

Binnosinuicrs a0 enewndgikauii

CrnipamkHim 5 3aCBiguyto, IO HaBen

i
€Ha BHIe iH(opMaUii € cnpaBxHBOX i TouHow. Ll cepis nponykry gﬁ_yna |
BUpOOJIeHa, YIAKOBaHa Ta MPOKOHTPONBOBAHA Ha MIIBHWLL 3 NMOBHHUM BUPOOHHUYMM UHKJIOM y BIiZMOBIZHOCTI 10 |
sumor EU GMP, micuesoro Perynstoproro Oprany, Ta y BiinoBiaHocTi 10 PeecTpauiffHOro nocsiguenns KpaiHy |
iMnioprepa. [lpouecn BupoGHHUTBA cepil, nakyBaHHs Ta aHanisis Ha nincrasi m
BH3HAHO BIANOBiAHICTH o GMP.

poToKoIB OyJI0 pO3rNAHyTO Ta |

Bupobunyua gineunns:

Caneka @apmacerotikans AT, Hitpsrcska 100
920 27 I'norosenp, Cnosauska PecnyGrnika
Howmep supobHnyoT minensii: VL 059/13-2

-

Bunyck ansa npogamxy

JITsHUUS KONTPOIIO IKOCTI T BUNYCRY cepii:
Canexa ®apmacerorikans AT, Hirpauceka 100 |
920 27 I'noroseus, Cnosauska Pecny6iika
Howmep Bupobuunyoi ninensii: VL 059/13-2

Canexa @apmacviomixanz AT, Himpanceska 100, 920 27 Tnozoseyp,
Ten.: (+421) 33 736 1111, @axe.: (+421) 33 730 0890, E-mail:
1CO 46 833 323, IC DPH SK2023599842 — T ampabanx AT- c.u, 2920123416/1100
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e o JEPXIIKCITYKBA YKPAIHK e
AEPIKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMM V KHIBCBKTIT OBJIACTY -
fApocnexT Banepis Jlo6anorcexoro, 51, um. Kuis, 03110, ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox C/IPTIOY 37078774

TNpOo AKICTH BBE3€HOro B Ykpainy gikapcskoro 3ac0o0y

09.01.2020 Ne 863

___ACTEP

KOro 3acofy 3rinHo 3 PeECTpaniiuuM nocBinuenHM)

(HaliMeHyBaNHg mikapek,

TabjaeTkH no 500 Mr/6S mr, o 10 Tabnerox v Gumicre 15 o 2 Guticrepu B mauni |

(hopma mumycky, nosysanus, sug HaKyBAHHS JiKAPCEKOro 3acoBy)

HoMep peectpanittioro mocsimesnms UA/16604/01/01 CTpok aif peectpauiftHoro mocsixuenns 06.03.2023

Cepia mikapewxoro saco6y Ne 5070918 Kinkxicts Beesenoro Jikapcekoro saco6y 8100

Bupobumc _Canexa ®apmacsiotikans AT, Crosanska PecniyGixa

Baeseno B Vipainy Tosapucteo 3 o6mexenoro BiznopizansmicTIo "KCAHTIC ®A]

(HaHMEHYBaHHT BHPOGHHKE JIKAPCEKOIO 3acoCy, kpaiia HOXOXKeHHs)

52/20/10

MA",

P

_inenT. xox: 39927115

(HaltMeRyBaHHA Ta Kox 38 €JIPIIOY FOPHAMTHOT 0c06H 6o npissHiue, iM'a, 110 Garskos] Bizgarol

0cobu - mianpuemus, i Micue HPOMHBAHHA Ta pecCTpalliftanii Homep 06mik0BOT KapTKH NjaTHuKA

ronatkis abo cepis Ta HOMCD nacnopra)

Hporokon Bisyansoro koHTposmo Bin 24.12.2019 M 4931/2.

3a  peymeratamu ACPKABHOTO KOHTPOMIO BCTAHOBJIEHO, IUG JIKapCBKUM 3aci6 BBe3eHO B Vipainy 3

AOTPHMAHHAM sunor 3aKOHOAABCTBA MO0 3abe3reYe s 9KoCT] JHKapChKHX 3ac06iB.
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