TEPHITIKCITYKBA

JEPKABHA CJ
3A HAPKOTHKAMMK Y Y

ByJL. CMiISHCBKE, 171, m. Uepxacu, 18008, Ten.
E-mail: dls.ck@dls.gov.ua, https://www.

EPKACBHKIIA OBJACTI

(0472) 66-38-95, ren/daxc: (0472)
dls.gov.ua, Kon E€JIPTIOY 3706729

BUCHOBOK
npo AKicTh BBE3EHOTO B Vkpainy JiKapehLKoOToe 3ac00y
23.09.2022

OVHHAPUINH CODAPMA

VIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOH']

[POJIIO

h3-04-13

[}

Ne 38764/22/23

(HaiimenysaH MKapLroro sacofy 3riano 3 peecTpauifinmm ROCBIHCHEHM)

rabuericn o 25 mr: no 50 Tadaerox y Gaicrepi; no 1 Guicrepy B Ay

it

(popMa BUTYCKY, J03YBALHS, B TAKY BAHHA AikaposKoro 3ac00y)

Homep peccrpauiiisoro nocsigaenis UA/10290/01/01 crpok ail peeeTpaLtifiioro AOCHIHEHHA 0

Cepia nikapebkoro sacoby Ne 110622 KCitbKicTh BBE3EHOTO Tikapeskoro sacoby 82

AT "Cogapma”, Bonrapis

1.01.2099
D00

Bupobuux

Topapuerso 3 00MEKeHO0I0 pinnosiganpaicrio "Codap)
pnenT. koi: 38323318

Breseno n Yrpalny

(alimeiysanrs BAPOGHIKA ixapcikoro 3acoly, Kpaina noxol

[KeHHE)

pa Yipaina',

* (nafiseny B TR KOA 38 CHPHOY opuansnol ocofin ubo npispsme, ',
ocoby - gignpuesti, T MICUE BpOMRMBINTA T peectTpattifinuit Hopep obaik
posarkin alo cepis Th HONED DECHOPTA)

‘Binnosimse anera Jeprnirenyxdn i 27.02.2022 Nel648-001.2/002.0/17-22,

BOTAHOBJEHO, (O JlKapehKuil  3aciQ  BBE3C

sabesricuenis sKoCT nikapebkux 3acobis,

3 PUIyLTATAM W JepIKaBHoro ROHTPOHD

AoTpHuMan HSM BUMOT 3aKOHOAABCTBEA WOAO
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Jlikapenkui 3acio:

Jlioua perosuial rala.:

Cepis Ne:

Jlara BupoOHULITBA:

Tpugarnuit jo:

KifbKicTh YIRKOBOK / THII YIIAKOBKH:
Micue npu3sHauCHus:

AHaTHIHA JOKYMEHTALLS 10 PEECTPALIHOTO 1T
Tepmin aii peceTpaltifinoro nocsisMenns:
Jlinewsis ginpHULL BUINOBIAANBHOT 38 BUITYCK CCp
GMP cepruikar siapHuii BiANOBinaabHOT 33 BA

iv Noe:

T AKOCTI No 926/ 14.09.2022

{
£

i

}
Y

ph@m@:ﬁ

LMHHAPH3UH COPAPMA rabaerin no 25 mr(x 30)

yesipuens Ne:

1yck cepii No:
AJpeca 1L HULI BIANOBIAANBHOT 32 BATYCK cepif:

82 900 yi.

UA/1029

AT ,.Cogapma’, By, liiencpie woce 16, Co(

WHBAPIBHE 25 M
110622
23.06.2022
30.06.2025
/1 6. % 50 Taba. /
Vipaina
)/01/01, sepeis 8.0
Be3CTPOKOBO
BG/MIA-0242
051/2021/GMP

his, 1220, Boarapis

B

No | HaiivenyBanst DOKAHHKIB XapakTepueTaka i HopmH Pesynerarn
1. | 3owuilwHif srrmuss Kpyrai, apooimyisti tabieTku Biarosinae
miamerpoM 7 MM
2. | Koxip Bin 6in0ro no Maibke Ginoro Bt
3. | Cepenus maca, Mr Bin 138.75 no 161.25 149.80
4. | Posnayasss, X8., He Oinbiue 15 2
5. | [penrudikanis Aio4uol petosHHY
- V-criekTpothoTomMeTpis Mae BinfoBinaTy BupoOyBaHHIO Bignosinae
- BEPX Mae Bianosizati BUIPOOYBaHIO Bigrosinae
6. | Cryritb pO3UHHEHHI LHHRADUZUHY, % BiX
3A5BJIEHOTO BMICTY 75(Q) 98.4
- qepes 43 XB., HE MEHIUC
7. | Cynposiani nomiuiku, %, He Oitbuue
- OIIAHHUHA JIOMILIKA 0.25 Hipkue Mexki
KINIBKICHOTO
pisaves / < 0,05/
- cyma JIOMILIOK 0.5 Huue mexi

RINBKICHOTO
psnauenns / < 0.05/

8. | KinbkicHuii BMICT LWMHHAPUSIHY B O/HiH

peectpaviiiniil oxymenTauil

B Bin 23.75 1o 26.25 24.79
9, | OnHopifHicTs 1030BAHUK OANHHLD AV <15.0 23
i(). MikpoGionorisa yncrora
- TAMC, CFU/r <10 <1 000
- TYMC, CFU/r <102 <100
- E. coli, CFU/r Bincyrnicrs BincyTHi
11. | [lepsuuna ynakoska Mae BijnosijgaTy Binnosinae
peecrpauiinii AokymeHratl
12. | Bropuuna ynakosxa Mae sifnosinat Binnosigac

BUCHOBOK; Jlikapewkuit 3aci6 LIHHAPHA3HH COOAPMA rabnerky 1o 257 M

BHMOTAM AHAMITHYHOT 0Ky MEHTatlii.
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JEKTTAPALUS BUITOBIHOCTE: Jlikapenkn ii

3aci6 LIMHHAPH3IH COMAPMA rabaerki 10 3

IHTPOAbOBANHO BLANOBLLHO 10 BrMOr M, peeeTpatl

cepist Ne 110622 Brpodiaeno, 3unakosano i 1IPOKC

AOKYMeEHTALT Ta JiLensii Ha sup O0OHHLTBO,

Jlara Burycka cepii: 14.09.202Z p.

Sopharma AD | 16 lliensko Shose Str. | 1220 Sofifa, B
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AEPKIIKCIIYXXKBA
JAEPXKABHA CIHYXKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIO
* 3A HAPKOTUKAMM Y YEPKACBHKIH OBJIACTI

syn. CMminanceia, 171, M. Uepkacn, 18008, ren.: (0472) 66-38-95, ren/daxc: (0472) 63-04-13
E-mail: dls.ck@dls.gov.ua, hitps://www.dls.gov.ua, Kog €JIPTIOY 37067296

BUCHOBOK
Mpo AKICTHL BBE3eHOro B Y Kpainy JiKapchKoro 3acody
22.06.2022 Ne 23368/22/2311
INMHHAPU3IHH CODAPMA

(HailMeHyBAHHA TTIKAPCHKOTO 3ac00y 3riAHO 3 peecTpauifHuM MoCBiAICHNAM)
taGnerd no 25 mr, no 50 Tabaerox y Omicrepi; no 1 Gnicrepy B mauni

{(opma BHNYCKY, 103YBaHHA, BHI NAKYBAHHA NiKaPCHKOro 3ac0fy)
Homep peectpauiiinoro nocsizuenna UA/10290/01/01 ctpok aii peectpauiiinoro nocsimuenns 01.01.2099
Cepin nikapcskoro 3acoby Ne 90222 KinekicTs BBE3€HOTO Nikapchkoro 3acoby 27560

~ BupoGuax AT "Codapma”, bonrapis

(HaliMcHyBaHHA BHPOGHYKA NiKapChKOTO 3ac00y, KpaiHa NoXo.KeHHA)

Beeseno B Ykpainy Topapnerso 3 o6mexenolo BiTnosinaasuictio "Codapma Ykpaina',
inenT. kon: 38323318

" (nabiMenypanug Ta koa 3a €IAPIIOY wpuauvHoi ocodu ado npizemure, iM's, no Garskosi dizuurol
0coGu - nianpHemus, i1 micue npoxupanns Ta peecrpauniiinuil nomep o6nikoBOT XapTKH NIATHAKE
nOAATKIB abo cepid Ta HOMEp NacnopTa)

" Bipnoziano nucra depwnikesnyxOu Big 27.02.2022 Nel6458-001.2/002.0/17-22.

3a peaynsTaTAMH JEPKABHOTO KOHTPOIK BCTAHOBNEHO, L0 Jikapchkuii 3aci® BBeseRo B YkpaiHy 3
AOTPHMAHHAM BUMOr 338KOHOAABCTBA WEA0 3a(e3neyeHHs AKOCTi NiKapCHKUX 3ac00iB,

J//é Tamapa YEITYPHA

(W g (iniuiann Ta npizerne)




CEPTHU®DIKAT AKOCT! No49%/26.05.2022

Jlikapebkmil 3acib:

Mitoua pevosnnka/ Tabn.:

Cepig Ne:

Jlata sUpoGHUITRA:

IlpunaThuii no:

KinbKicTb ¥YNAKOBOK / THII YIIAKOBKE'
Micue npusnadenina:

AHaniTHUHA JOKYMEHTAWIf 10 PeeCcTpalliiHOro nocsijdesig Ne:

TepMiH 4ii peecTpallifHOTO NOCE IAHCHHA:

sophc:rmc:®

IHIUHHAPHU3IHUH COMRAPMA tadnetkn no 25 me (x 507

LHHHAPH3NH 25 Mr
90222

25.02.2022
28022025

82160 yn. /1 61 x 50 raba. /

Jigenzia aineRULI BIANOBIZaMLHOL 33 BUIYCK cepii Ne:
GMP ceprudikar ninsidui BIANORINATLHOT 32 BHIYCK cepii Ne:
Ajpeca MUThHMLI BIAMOBIMANLHOT 32 BHIYCK cepil:

YxpaiHa

UA/10290/01/01, Bepein 8.0

0e3CTPOKOBO
BG/MIA-(242
051/2021/GMP

AT .Codapma”, eyn. Inienceke woce 16, Codin, 1220, bonrapis

Ne | HaiimenypaHHA NoKazHHKiB

XapakTepHCcTHKA | HOpMH

PesynnTaTtn

1. | 3osailWHiI# BATAZD

Kpyrai, zoonykni Tabletkn
IiameTpoM 7 MM

Bianorizae

2. | Konip Bix Ginero no madixe 6ioro Binu#
3. | Cepenna maca, mr Bin 138.75 no 161.25 145.28
4. | Poznajanug, xe., He OinbLuz 15 2
5. | laeHTHdikaLLiA NiOUOT peUUBUEH
- ¥Yd-cnektpodoToMerpis Mae RinnoBiZaTH BUNPOOYBAHHID Biasosinae
- BEPX Mae pianorizatv BRAPOGYBaHHK Bianosigac
6. | CTymine po3dMHelHA LMHEApH3KAY, % BIR
3ASBNEHOTO BMICTY 75 (Q) 99.6
- uepes 45 XB., He MeHlle
7. | Cynposiasi homiwky, %o, He Sinbe
- OQMHHYHa AOMIILKa 0.25 Huxie Mokl
KiNBKICHOrO
BMzHaueHus / < 0.05/
- CYMa JOMiLIOK 0.5 Huxue mexi

KilbKicHOTO
BH3HAveHHs [ < .05/

8. | KinbKicHHMIt BMICT LHHHAPIEZNHY B 01HIH

peecTpauiitHiil poxymenTanii

- Bin 23.75 no 26.25 25.55
9. | OOHOpIIHICTS J030RAHHUX (;;PT}IHub AV <150 4.5
10. | MikpobionoriuHa yHcTOTA

- TAMC, CFU/r <10 < I_Q[_)O

- TYMC, CFU/r <107 < 100

- E. coli, CFU/r BincyTHicTh BincyTHI
11. | NeperuHa ynakoeka - Mae pianoeinatu Bianosiaae

12. . BTopHHHa ynakeeka

Mae pinnoeigatn .
PeecTpalliiIn ﬂ()Ky?{E}-{}a&RE

1y

Bignosiae

BHCHOBOK: Jlikapewknii 3acit IHHHAPHU3WMH COQAPMA Tabnetku no 23

BHUMOMaM aHATITHYHOT TOKYMEHTALIT.

0222 sinnosijac

Crop. bor2

Sopharma AD | 16 llienskn Shosa St | 1220 Scfia, Bulgaria @ tel: +35% 2 813 4200 ¢ fax +359 2 436 0286 | mail@sopharma.bg

Codapma AL | yn. "Mruencko woce” 16

sopharmagroup.com

1200 Codua, Senrapua | Ten: $369 2 813 4200 dake +359 2 936 0286

mail@sopharma.bg




sophc:rmca®

HEKJIAPALIA BUINOBIAHOCTL: Nikapewkui 3acid (M THAPU3UH COD®APMA tabuerku 1o 25 yr (x 50).
cepis Ne 90222 gHpoBAEHO, J2MAKOBAHO | IPOKORTPONBOBAHO BLANORIIHO 10 Bunor GMP, peecTpauiiinol aokymenrani

T2 Aie K31 HA BUPOORALTEO.

YnosHoeaxkeHa ocoda {QP):
A,

fara eunycka cepit: 26.05.20:22 p.

Crap. 2012

Sopharma AD | 16 lliensko Shose St | 1220 Sofia, Bulgaria | tel: +359 2 813 4200 | fax: +359 2 936 0286 | mail@sopharma bg
Codapma Afl | yn. “Mnvencko woce” 16 | 1770 Codms, Bwrsrapua © Ten: +359 2 813 4200 | dakc: +359 2 936 0286 | mail@sopharma.bg

sopharmagroup.com



CEPTUDHKAT KAYECTBA No 963 /28.10.2020

Jlexapersennsiii nponyxr:

AKTHBHOE BeulecTBo / Tabi.:

Cepust Ne:

Mara npoussoactea;

lonew no:

Konnuectso ynakosox / Tin ynakorku:
Mecronasnauenue:

AHAMTAYECKAS JOKYMEHTALUS K PECUCTPALIMOHHOMY YA0CTOREPEHMIO No:
Cpok JeHCTBUS perncTpaLnonHoro YAOCTOBEPEHMS:

JIMUeH3Bs YYacTKa OTBETCTBEHHORO 34 BbINYCK cepuy No:

GMP ceprindukar yuacTka OTBETCTEEHHOrO 3a Bbinyck cepuu No;

AJIpeC yHacTKa OTRETCTREHHOTO 34 RhiNyck cepuu:

UAN

G sopharma®

LUHMHHAPH3UH CODAPMA Ttabsetku no 25 mr (x 50)

UMHHAPUIKMH 25 M
90820

12.08.2020
31.08.2023

82520 yn./ 1 6n. x 50 Tabn. /

Ykpauna

0290/01/01, sepcus 7.0
Beccpouto
BG/MIA-0177
032/2020/GMP

AO ,,Codapma®, yn. Unuenckoe uocce 16, Codus, 1220, Bosrapus

Ne | Haspanue mokasareqeti XapaxkTepHcTHKH u HOPMbI PesyibraTsi ]
1. BrewHuui sug Kpyrasle fBoSKOBbINyKbIE CootsercTryer
TabJeTKy, AnameTpom 7 MM
2. Liper Ot Bestoro 40 nourn 6enoro Benwiit
3, Cpensis macca, Mr Or 138.')5.)10 161.25 150.67
4, Pacnianacmocts, MuH, He Gonec 15 B 2
5. | IToAnMHHOCTL aKTHBHOrO BelecTBA |
~ YO-cniekrpodoromerpus JlO/KHA COOTBETCTRORATH CooTseTtcrayer
HCITLITARUIO
- BOXX Jomxkna coorsercTroBaTh Coorsercrayer
HCTIbITAHMIO
0. | Crenenn pacTBOpenus LHHHAPU3KHA,
% OT 3aABAEHHOrO CONEPIKAHNA 75 (Q) 99.0
- Hepes 45 MUH., He MeHee
7. Poacrsenuble setectsa, %, ve Gonee
- €AMHAYHAS NIPHMECh 0.25 Hroxe npenena
KOJIMYECTBEHHOTO
onpeaenedus /< 0,05/
- CyMMa npumeceit 0.5 Hwxe npenena
KOJIMHYECTBEHHOTO
_onpeaenenus /< 0,05/
8. SQOGIJL;;?ZSH:: LUMHHAPU31MHA B OJIHOI Or23.75 10 26.25 24.87
9. | OmHOPOAHOCTE IO3UPOBAHHLIX eLMHHIL AV <15.0 3.3
10. | MukpoBuonoruueckas uucrora
- TAMC, CFU/r <10? <1000
- TYMC, CFU/r <107 <100
- E. coli, CFU/r OtcyrtetBue 7 7 o Orcyrersue
1. | MNepsuunas ynakoska JIOIDKHA COOTBETCTROBATD CooTBetcTBYET
PErHCTpaLHOHHON JOKYMECHTAalHH
12. | Bropuunas ynakoska Jo/mKHa COOTRETCTROBATE CooTretcTByeT
PELHCTPALMOHHON JOKYMENTAUMH

23

SAKIIIOYEHHUE: JlexapceraeHtbiii npofyxt LIMHHAPHU3WH COdDA PMA;:FM;";};@;W 110 25 Mr (x 50),

e

cepus Ne 90820 cooTBeTCTBYeT TPeGOBAHMAM AHATHTHUECKOI AOKYMETTaLys

Pykosonurens KK
kT
:

| 1220 Sofia, Bulgaria | tel: +359 2 813 4200 :
16 | 1220 Codust, Bunrapusi | Ten: +359 2 813 4200 | dex

Sopharma AD | 16 lliensko Shose Str.
Codapma Afl | yn. “Unuencko woce”

sopharmagroup.com

Crp. )j,‘ or2

59.2.936.0266)| mail@sopharma.bg /
"159 29360286 | mail@sopharma.bg
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sopharma®
P

HEKTIAPALIMA COOTBETCTBHS: JlekapetsenHbiii nponykt HMHHAPU3WUH CODAPMA TabneTku
no 25 mr (x 50), cepus Ne 90820 npoussenen, yriakosau u MPOKOHTPOANPOBAH B COOTBETCTBHU C

Tpeborannamu GMP, peructpaumnouHoil AOKYMEHTAUMM W JIMLIEH3MEN NPOUBBOACTRA.

YTNOAHOMOYEHIOE JTH 1o (

Ilata Beinycka cepun: 28.10.2020 .

Cmp. 2012

Sopharma AD | 16 lliensko Shose Str. | 1220 Sofia, Bul

garia | tel: +359 2 813 4200 | fax: +359 2 936 0286 | mail@sopharma.bg
Codrapma Al | yn. “Unuencko woce” 16 | 1220 Codus, Bb.

nrapua | ten: +359 2 813 4200 | daxc: +359 2 936 0286 | mail@sopharma.bg
sopharmagroup.com



AEPXJIIKCITYXXBA

HEPIKABHA CJIYVIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMH Y YEPKACBHKIN OBJIACTI

By1. CMinauceka, 171, M. Yepkacu, 18008, ren.: (0472) 66-38-95, Ten/paxc: (0472) 63-04-13
E-mail: dls.ck@dls.gov.ua, https://www.dls.gov.ua, Kox EIPIIOY 37067296

BHUCHOBOK
Npo sIKiCTb BBe3eHOro B YKpaiHy JikapchKoro 3acofy

16.12.2020 . Ne 70122/20/23

IMHHAPHU3UH CODAPMA

(HaitmeHyBaHHs nikapcskoro 3acoby 3ri/HO 3 PEECTPALiHHMM NOCBLMEHHAM)
Tabseriu 1o 25 mr no 50 rabaerox y 6iicrepi; no 1 6aicrepy B kapTonmil nauui

(dopma BHNYCKy, N03YBAHHS, BUI NAaKyBaHHS NIKapChLKoro 3acoby)
Homep peectpauiitioro nocsinuenns UA/10290/01/01 crpox nii peectpauiitnoro nocsizuenns 01.01.2099
Cepis mixapenkoro 3aco6y Ne 90820 Kinskics BBe3eHOTO Nikapenkoro 3acoby 82520

Bupobuux AT "Codapma", Boarapis

(naiiMenysanis BupoOHuKa JliKapcbkoro 3acoy, kpaiHa MOXOJDKENHS)

Baesero B Ypainy Tosapuctso 3 o6Mesxenolo Bianosinansuicrio "Codapma Yipaina',
izenr. kon: 38323318

{(natiMenysanns Ta kox 3a €APIIOY opuanunol ocobu abo npissuiue, iM'a, 110 6aTbkosi (iznynoi
0o - nianpuemuy, i Micue npoxuBanHs Ta peectpauifinuit Homep 061ikoBOL KapTKM NIATHHKE
noaatkis a6o cepis Ta HOMEpP NACNOPTa)

Hporoxon Bisyansnoro kourposso six 04.12.2020 Ne 506/0/01.24-20/1.
Jla6opatopunii ananis akocti nikapcwkoro 3acoby 3mificHeHuIA:

Al "Lentpansha nabopatopia 3 ananisy skocti nixapeskux 3acoBis i MeaHOT npoxyKIii
(M.Kuis, Byn.Kynpsiscexa 10r)

(HafMCHYBAHHR Ta MICLICIHAXO/UKCHHR NaGopaTopii, o NPoBEna NabopaTOPHMA aHANI3 AKOCTI)

BrcHOBOK w040 AKOCT] NiKapcbkoro 3acoGy, BHaaHKH naGoparopicio sin 14.12.2020 Ne 3587

PesynsraTh nabopaTopHOro ananisy skocTi nikapcekoro 3acoSy 3a nepeBipeHUMH NOKa3HUKaMu BiiMOBiAaI0OTH
BHMOraM MeTOLiB KOHTPO/IIO AKOCTI (QHATITHYHO-HOPMATHBHOT IOKYMEHTALLT),

3a  pesyapbTaTaMH J€PKaBHOIO KOHTPONIO BCTAaHOBNEHO, IO nixapcekuit  3aci6  BBeseHo B Ykpaimy 3
HOTpHMRllHﬂM BHMOT 3aKOHOZABCTBA WIONO 3a0e3MeYeHHS SKOCTI JlikapcbkuX 3acoBiB.
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