JEPXJNKCITYXXBA
AEPYKABHA CJIYIKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIXO
3A HAPKOTHUKAMM Y YEPKACBKIHA OBJIACTI

Bynl. CMingHceka, 171, M. Jepkacn, 18008, ren.: (0472) 66-38-95, Ten/daxc: (0472) 63-04-13
E-mail; dls.ck@dls.gov.ua, https://www.dls.gov.ua, Koa COPIIOY 37067296

BHACHOBOK
Npo AKICTE BBE3eHOI0 B YKpaiHy JikapcLKoro 3acody

20.10.2023 Ne 53239/23/23

BAJIEPIAHA

(HaMeHYBAHHS NTikapcbkoro 38coCy 3riH0 3 pEeCTRALiMHNM NOCRIIYEHHAM)
TadaeTxH, BKpHTI 06010HK010, 10 30 Mr; no 20 TaGnerok y Gaicrepi; no 5 6aicrepis y
KapTroHHii Kopobui

(tbopma BMnYyCKY, 103YBAHKS, BHA NAKYRAHKA NiKAPCHKOrO 3acofy)

Homep peectpauiitvoro noceimgenus UA/8806/01/01 crpox aif peectpauitinoro nocsimienns 01.01.2099

Cepix nixapcskoro sacoGy Ne 338E23 KinkxicTs BBE3€HOTO Nikapckkoro 3acoby 7420
'BHpo6RHEK AT "Codapma", Bonrapis
(watiMenysanHA BHpoOHUKA Nikapcekoro 3acofy, KpaiHa TOXOMKENHS)
BeeacHo » YKpainy Topapucrso 3 oomexeHow0 BianosizaapnicTio "' Codapma Ykpaina",
‘inenr. won: 38323318

{nafimeryranHa Ta kol 38 EOPTIOY wopnamynol ocolu abo npizsnme, iM'a, no Gatbkosi ¢isnurol
ocofH - niAnpreMa, T Micue MpoOXMBAHHA Ta peccTpanifivkit Homep obnikoBot KAPTKY NIATHHKA
noaarkis abo cepia Ta Homep nacmopra)

Mporoxon sisyansuoro koutponw sin 20,10.2023 Ne 318/0/01.24-23/22.
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% | sopharma®

CEPTHOIKAT AKOCTI Ne 0852/ 19.06.2023

Jikapebkuii 3aci6: BAJIEPIAHA Ta6nerku, 8kpuTi oGonokoro, no 30Mr x 100
Hiroua pevoruna/ Tabun.: BaepiaHu eKCTPakTy cyxoro (valerianae radix) (5-8:1)

' (ekcTparenT: BOAHO-cUpTOBKIt Po3ynH) 30.0 Mr
Cepia Ne: 338E23
Hara BupoSHuULTBA: 19.05.2023
[Ipuaarnmit po: 31.05.2025
KinekicTs ynakoBok / Tun ynakosku: 7420 yn. /5 6n. x 20 taba. /
Micue npusHaveHns: Vkpaina
AHaTiTHYHA IOKYMEHTALLS 10 peccTpaliiHoro nocsiguenns No: UA/8806/01/01, Bepcis 2.0
TepMiH aiT peecTpauiiinoro noceiguesHs: 6e3cTpokoBO
Jlinensis AlnsHmIi BiANOBINaNBHOT 30 BUMycK cepii Ne: BG/MIA-0358
GMP cep'mclnkaT OiNMbHULI BiANOBIAaNbHOT 3 BUMyCK cepii Ne: BG/GMP/2023/221

Anpeca AiNLHMLI BiNOBiAANLHOT 38 BURYCK cepil:
AT ,,Codapma”, m.Canpnancki, IngycrpiansHa 30ma, 2800 Bonrapis

Ne | HaiiMmeHyBanHS MOKA3HHKIB XapakrepucTaka i HOpMH PesyapTar
1 2 3 4
1. | Onuc Kpyrni asoonykai rabaerku, AlameTpom Bianorigae

7 MM, BKpHTI oGononkowe 6nimo-
NIOMapaHYeBOTO KOMLOPY, 3 XapaKTEPHHM
3amaxoMm Bajiepiaid

2. | LoneHTHdikanis

Cyxuii excmpaxm eanepianu Ha xpomarorpami nocitimicysaHoro Binnoeinae
- TIIX PO3YHHY CMOCTEPIra€ThCd CHHBO-
tioneTora musimMa, WO BiAnoBigac
OKCHBaNEpeHoBil kucnori i gionerora
TAMa, Lo BiATIOBiRac BanepeHoBii

KHCIIOTI
Cyxuit excmpaxm eanepianu - Ha xpomartorpami AocstiekyeaHoro Binnosinae
CeCKEImepnenosi Kucaomu PO3UHHY Yac YTPUMAHHSA TIKY
- BEPX OKCUBAJIEPEHOBOT KMCIIOTH Mae GYTH

OMH3BEKO 4 XBUHIHH, AUETOKCHBAIEPEHOBOT
KHCIIOTH - O/TH3bKO 9 XBHIHH,
BANICPEHOBOT KHCIIOTH - OniM3bko 19

XBMIIHH
Tumany dioxcud IosBa xOBTO-IOMAPAHYEBOI O Binnosigac
- KOAIBOPOBA peaxlis o uaa\apaneuun
bapenux «XKoemuii 2axios (E110) ' Bignosinae
- ABcopbuiitHa cniekTpodoromMeTpis y (
BHAUMIH 06macTi ‘;n'
O
3. | Cepenng Maca = Ml" mg HBT 6 Mr 127.8
4. | OnyopiaHicTs Macu \-\E\f +31‘ 5 %yf +2.9/-2.1
5. | Posnaganns N\ gH%ﬁqnbjﬁQ‘m’XBPlﬂHH 12

\ﬁQm ;1:,‘-"\/ Ctp. tor2

Sopharma AD | 16 iliensko Shose Str. | 1220 Soffa, Bulgaria | tel; +359 2 813 4200 | fax: +359 2 936 0286 | mail@sopharma.bg
Codapma Al | yn. "Unuencko woce” 16 | 1220 Codun, Bbarapua | Ten: +359 2 813 4200 | dakc: +359 2 936 0286 | mail@sopharma.byg

sopharmagroup.com
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1 2 3 4
6. | Mikpo6ionoriuna ucrora
3araneHa KinbKicTh MUTTEIZATHUX
aepodHUX Mikpooprauizmis
- Gakrepii He Ginbiie i0°B 1 1 <10
- rpubu He Ginpme 10?8 1 r <10
EnrtepoGakrepii Ta iHmi -
rpamfleramml:i Gakrepii He 6inbme 102 1 r <10
Salmonella Bigcythicte B 10T Bincyrui
Escherichia coli BiacytHicte B 1 1 BincyTni
Staphylococcus aureus Bifcyrhicte B | ¢ BiacyThi
7. | KinbkicHe BusHauenns (BEPX) BwicT ceckpiteprienoBux kucaor B
MePepaxyHKy Ha BANEPeHOBY KMCIOTY
He meHme 0.09 Mr/Tabn. 0.12
8. | leprunna ynaxoska Mae signorinatu peccrpaiiiiniii Bignosinae
JOKYMEHTAI]
9. | BropuHHa ynakoBka Mae signosinatu peccrpanitisiii Bianosinae
JOKYMeHTarlii

Bucnosok: Jlikapcebkuii 3aci6 BAJIEPIAHA Tabnerky, BKpuTi 06o10HK0I0, 10 30Mr X 100, cepis No

338E23 Bifnosingac BUMoram aHaTiTHYHOT 1OKYMEHTALT.

Kepieauk KST:

Hexnapauis Bignosianocti: Jlikapeskuii 3aci6 BAJJEPIAHA TabneTkw, BKPHTI 060MOHKOK0, 110 30 Mr X 100,
cepia Ne 338E23 mupobneno, 3anakoBano i npoKOHTPONIBOBAHO BIATIOBITHO 10 BAMOL GMP, peectpauiiinoi

AOKyMeHTaii Ta TilieHsil Ha BupOSHUIITBO.

Jara Bumycka cepii: ! j 0 @ ; Z/O/L }

Cmp.20r2

Sopharma AD | 16 llisnsko Shose Str. | 1220 Sofia, Bulgaria | tel; +359 2 B13 4200 | fax: +359 2 936 0286 | mail@sgpharma.bg
Codiapma AL | yn. “Unuencko woce™ 16 | 1220 Codusn, Euarapua | Ten: +359 2 813 4200 | thake: +359 2 936 0286 | mail@sopharmma.bg

sopharmagroup.com



: JEPHITIKCITY KB A
JEPIKABHA CJYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMMY ¥V YEPKACBKIN OBJIACTI
syit. Caminaucuka, 171, m. Hepracy, 18008, res.: (0472) 66-38-95, re/baxe: (0472) 63-04-13
E-mail: dls.ck@dls.gov.ua, https://www.dls.gov.ua. Kop €JIPIIOY 37067296

- BUCHOBOK
Ipo AKiCTH BBE3eHOro B YKpainy JKapeLKOro 3ac00y
04.12.2023 Ne 61989/23/23
BAJIEPIATIA

(HAMCHYRAHUS JHRAPCLEOTO 3ac0oly 3riao 3 pecerpatiiiim nocsiaventam)
Tabiericn, BRpUTI 080s105K010, 110 30 Mr; no 20 Taduerox y 6aicrepi; mo 5 Guicrepis y
kapToHHii Kopodui
((hOpMa BUITYCKY. AOSYBAHNA, BHA (IAKYBIHRA KIKAPCHKOFO sacody)

Homep peccrpaiitroro nocsinuenns UA/ 8806/01/01 crpox it peecrpanitinoro nocsinuenns 01.01 2099

Cepin gixapebkoro acoBy Ne 311F23 KinbxicTs spesenoro Jikapeskoro sacoby 7419
BupoGuui AT "Codapma, Bonrapis

(naftvenyparis sHpoGUIKa ATKAPCHROTO 3acn0y, Kpathi NOXOIRKEHHA)

Bseseno B Vipaity TosapHeTBo 3 00MEREHOI0 BIANOBINAILHICTIO "Codapma Yrpaina',
" inenr. kon: 38323318
(rraiimenynanns 1a xod sa CJPTIOY opuanyuol Ocobr a0 HpisBue, IM'a, 110 Garhkosi (izuuHoT
0¢oBH « NLANPHEMLIR, T{ MICHE NPOACHBANNA TH peccrpauifivinil Homep ofaiKOBOT KAPTKH MAATHHKAL
noxatkis abo Cepis Ta HOMEP NACROpPTa)

TIporoKon Bi3yANLHOTO KOHTPOMO Bil 04.12.2023 N 348/0/01.24-23/8.

3a pesybTATAMM - LEPIABHOIO  KOHTPOID BCTAHOBNEHO, MO Jikapcwbkuii  3aci6  meeseno B Yipaiwy 3
NOTPHMA HHSIM 8HMOT 3aK0H0AABCTEA MO0 3afesneuenns 3 koeTi nikapesgnx sacolin.

Maxcum BOLIKO

(inigiamm ta npissrme)
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JEPXJIKCITYXXbA
JTEPXABHA CJYXBA 3 TIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO
3A LEIAPICOTI/II(AMI{I Y YEPKACBKIM OBJIACTI
syi. Cminsucska, 171, M, Yepkacw, 18008, ren.: (0472) 66-38-95, Ten/(ake: (0472) 63-04-13
E-mail: dls.ck@dls.gov.ua, https://www.dls.gov.ua, Kon €PITIOY 37067296

BUCHOBOK

npo AKICTH BBE3EHOT0 B Y Kpainy niRapeLKroro 3acody

04.12.2023 Ne 61988/23/23

BAJIEPIAHA

(HaitaeryBarHS AiKapehKoro 3acoby srio 3 pecerpauiiingm gocsiuennn
tabaerku, BRpUTi 060/10HK010, 110 30 MT; 1O 20 Taénerok y Guaicrepi; mo S 6nicrepis y
KapToHuiit Kopobui

(thopma BIITYCKY, 03YBAHHS, BHA NARYBAHHA aikapenkoro sacody)
Howmep peectpatiiinoro nocsindenns UA/ 8806/01/01 ¢rpok il peectpanitnoro nocsiments 01.01,2099

Cepis nikapeskoro sacoby Ne 306F23 KinbkicTs sreseroro nikapeskoro sacaby 7423

BupoBHui AT "Codapma”, borapis

{aliveHynanns supoByKa Hikapenkora 3aCOBY, KPATHI NOXOIKCHIN)

Bueseno B Y Kpainy ToBapucTBo 3 6OMEKEHO0 simnosinansuictio "Codapma Ykpaina',
inewr, wou: 38323318
(waiimenysanns T ko 3a CIIPTIOY opiay THOT GCOBH 260 NPIIBMIE, IM's. 10 DaTbKOBI iziHOT
0coBH « NigNPUEMIE, T MICUE NPOKNBANHA TA peceTpauiiiuui Homep 0BAIKOBOT KAPTKH NAATHHKA
noaarkis alo ceplst ra HOMEp MACIIOPT)

[poroxon Bizyansuor Ko

wrpomo sin 04.12.2023 N 348/0/01.24-23/7.

‘

3 pesyNsTATAMH JEPKABHOTO KOHTPONIO  BCTAHOBNCHO, MO nikapewkui  3acid  sseseno B Ykpalwy 3

JOTPHUMAHHAM BAMOT 32K0HOAABCTEA LORO 3aBearieuenis AKOCT! NTKAPCLKUX 3ac061B.

Maxcnm BOLIKO
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sopharma®

CEPTH®IKAT JKOCTI Ne 0995/ 14.07.2023

Jlikapenkinii sacif: _ BAJIEPIAHA TabAeTKH, BKPHTI 06010HK0I0, 116 30Mr % [00
Hiroua pevosuna/ 1a6n.: BANCPIaH# eKCTPakTy cyxoro (valerianae radix) (5-8:1)
(excTparenr: BOAHO-CMTUPTOBMI po3umn) 30.0 mr
Cepisi Ne: 342F23
Jara BupoBunirea: 20.06.2023
UpunaThuii no: 30.06.2025
Kinukicts ynakorok / tup YiaKOBKH; 742091015 61, x 20 taba_ /
Micue npusnauens; Ykpaina
AHaniTuuna ACKYMEHTALS 10 PeecTpaliHEorG noceiaueHHs No: UA/8806/01/0],. Bepein 2.0
Tepatin 4ii peectpauitivoro ROCBITYEHHS; 0e3¢cTpoKoRo
Jlinensia pinprmuyi BIANORIRANBLHOT 38 BHNYCK cepii No: BG/MIA-0358
GMP ceprudikar finbuumy BLANOBI Aa/TbHOT 32 BHIYCK Cepii Ne; BG/GMP/2023/221

Anpeca ainsinwi Binnoﬂiﬂanhno'f 3a BUAYCK cepil:
AT ,,Codapma®, M.Canfancki, Ingycrpiaieng soma, 2800 Bonrapia

Xaparrepuernxa i Ho MH Pesyasrar

3 4
Kpyrni asoonyicri TabneTkm, giamerpon Biznosizae
7 MM, BKPHTI 080101HK010 Gaino-
TOMAPAHYCEOro KONBOPY, 3 XAPAKTEPHHA

_ _ 3araxoM paneplann _
s “‘*—H——Lﬂ—ﬁ———“
IﬂeHTngzlxaulﬂ

Ne

| Haiisen BANHS MOKAIHUKIG

Crvxuti exempaxm sarepiany Ha xpomarorpami nocn LKy RaHOrO Bignoginae
- THIX PO3HHHY CHIOCTEPITACTLCT CHHBO-

thionerora FUIAME, 110 BIAMOBINgE
OKCHBANEPCHOBIR kucaoTi i dionerora
MsIMa, 10 BifnoBifac BAREPCHOBTH

- o o KHCAOQTI :

b Cyxudi ERCMPURI Barepiany - Ha xpomarorpawmi TOCTIBKY BAHOTO Biznoeinae
CCCRBIMEDHEN0GE KUCAOMU POSHHHY 4aC yrpumanss miy
- BEPX OKCHBANEPEHOBOT KMCIOTH Mae OyTu

! Gitwsnko 4 Xeunnn, AUETOKCHBANCPEHOBOT
KHC0TH - OMll3bKo XBHJTHIL,
BANEPEHOBOT KHCAOTH - S1M3bko |0

e e XBHIIMH o
Tumcny diokeud Mossa KOBTO-TIOMAPAHYEBOIO Binnosigae
-~ KOALOpOBA peakiis 3alapeneHns
Bapenur « Kosmuii saxioy (E110) Cnekrp nornuuasns nocs IKyBanoro Binnosinae

- AGcopBuiiing CTIERTPOhOTOME TPia Y i PO3INHY B Mexax Big 450 uM ao 500 Hm
1 BHAMMIN ofnacTi MOBMHEH MATH MAKCUMYM NPt 10BMKUAI
i XBHTi 481 £ 2 ym

Bia 118.4 Mr 10 137.6 mr KNS 1292

3. | Cepenns maca

4. | Oanopianicts Macu +7.5 04 +2.5/3.1

5. | Posnanakys He Ginnwe 30 xpumny 10
Crp. lor?2
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1 2 B 3 4
6. | MixpoGionoriuna uncrora
- 3aranuHa kinskicrs KHTTEIMATHHX
AEPOOHUX MIKPOOpPTaKismiB
- Daxrepii He Gincuwie (0% 1 1 <10
- rpudn He Ginbine 1026 1 1 <10 |
EHTepO@KT?p.” T it He Ginsute 1028 1 r <10 i
| TPaMHerarueHi Gakrepi ;
Salmounella Bincyrhicts 5 i0 BincyrHi
| Escherichia coli Bigcyrhicte B 1 r Biacyrui
- .| Staphylocoecus aureus Bincyrtniert s | r BigcyTsi
| 7. | Kinbkiche eusnavenng (BEPX) Buict cecksitepnetionux kucior 5
3 j MEPEPAXYHKY HA BaNEPEHORY KHCNO
5 _ PP H}é i\gﬂme O_OQiir/Tagﬁ. Y 0.1
8. | Nepsunua ymakorka Mae sinnosinaru peccrpauiiaii Binnosinac
AOKYMEHTAL|]
9. ! Bropununa vhakoska Mae Binnosinaru peecTpauibinii Bianosizae
AOKYMEHTALT

Bucnonok: Jlikapcrxuit saci6 BATEPIAHA Tabnerin, pxpuTi obononkoto, no 30Mr x 100, cepia Ne 342F23

BiANOBInae gy

Hexhapatis rignosizaceti: 7 ikapchkuit sacis BATEPIAHA Tabnerkii, BKPHUTI 06onorkoio, 1o

MOraM aHATHYHOT AOKYMeHTall,

e

i
— _ ;i !
Kepisuug K31: 7 AA

/ Ceprana Hukonoss -

0 mrx 100,

cepis Ne 342F23 BHPOOMEHD, 3aNaKoBARG | TIDOKOHTPONBLOBAHO BiFOBRIANO 10 BHMOr GMP, peccrpauiiinoy

AORYMenTauil

Ta NiLEH3IT Ha BUPOSHHLTRO,

YooeHOBasKEHR ogga-, QFF
Rt

Jara ﬁnnyCRaﬁ'{:‘épii’:’Uf .07 ’30&3

. SopharmaAD | 16 Hlienskd Sfiose Str. | 1220 Sofia, Bulgaria | tek

Cothapma AJl | yn. “Hnu

/ E. Tlanos /

'C"rp. 2912

+359 2 8134200 | ‘tax: Y459 2 936 (586 | mail@sopharmabg
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