JIEEPHCTIKCITY )KBA | |
JEPXKABHA CJYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHUKAMH Y YEPKACBKII OBJIACTI

Bya. Cuminsnceka, 171, m. Yepkacu, 18008, ten.: (0472) 66-38-95, rex/daxc; (0472) 63-04-13
E-mail: dis.ck@dls.gov.ua https://www.dls.gov.ua, Kon €EIPTIOY 37067296

‘BHUCHOBOK
Npo AKICTL BEE3eHOr0 B YKpainy Jikapcbkoro 3acoly

11.01.2021 Ne 460/21/23

BPOHXOJITHH TAB

(naliMeHYBAHHA NikapcrKoro 38coby 3riHO 3 peecTpaliituuM nocsiueHHsM)
Ta0MeTKH, BKPHTi 000.10HK010, 110 40 M1, no 20 Tabnerok y Gricrepi; mo 1 Gaicrepy B uaqm

(bopma sumycKy, n03yBaRHA, BHI NAKYBAHHA TIKAPCHKONo 3ac00y)
Homep peecrpanitinoro noceizaenns UA/3119/01/02 crpox aii peectpauitinoro nocsimuenns 01.01.2099
Cepis nikapcrxoro 3acofy Ne 11020 KinbxicTs BBeseHoro nikaperioro sacoby 34395 '

BrpobHHK AT "Codapma", Bonrapin
(saliMexyBanna rupobHNKa Nikapchkoro 3aco6y, Kpaina NoXomKeHHA)

Baeaeno 8 Yipalny TosapucTBo 3 o6mexenoio sinnosizannnicrio "Codapma Vipaina",
inenT. xon: 38323318
‘ (aaﬂueuyaanaz Ta koA 32 EJPTIOY iopuaHusoi ocobu aGo npizsmue, iM'z, 1o Gatskosi dizHuHoT

ocofy - manpreML, T Micle TPOXUBAHHS Ta poecrpamﬁmﬁ Homep 00ikoBOT KapTKY TATHAKS
froaaTkia abo cepin Ta HoMEp rlacnopTa)

Mpovokon sisyaneroro xouTposme sia 24.12.2020 Ne 557/0/01.24-20/28.

JlaGoparopuuti ananis sxocti mikapcekoro 3acoly 3aidcHermil:

A1 “LlenTpansna nabopaTopis 3 aHallidy aKOCTi JiKapchKuX 3aco6ir i MexuaHOT MpoayKii"
(M.Kuis, syn.Kynpsaeceka 10r)

(nakiMenyRania Ta MiCLE3HAXOMKENHR Naboparopii, mo NpoBena nafopaTOpHHE aHanil 4XoCTi)

BrcHoBOK moz10 sixocTi nixapcekoro 3acoby, sunauni naGoparopicio six 06.01.2021 No 0033

Pesyasrard naboparopHoro aHanisy siocti nikapebkoro 3acofy 3a nepepipeHHMH noxasHukaMu BLANOBIIATEH
BHMOTaM METO I8 KOHTPOMIO AKOCTI {aHaniTHYHO-HOPMATHBHOT JOKYMeHTaLi).

3a pesymeTATEMH [€PXABHOTO KOHTPOMO BCTAHOBICHO, WO Jikapcekmii 3aci6 BBezeHo B chpamy 3
AOTPHMAHHAM MO 3akOHOIABCTBA OO 3a0e3neeHHA AKOCT] NiKapCEKAX 3acobiB.

%Z Ipuna HQC,EHK Do, .
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JlekapcTBeHHbI MPOAYKT:

CEPTHOHUKAT KAYECTBA No 1121/ 14.12.2020

AKTHEBHOE BeltecTso / 1adn.:

Cepus Ne:

Hara npouspoacrtsa:

lopen po:

Konn4ecTso ymakoBok / THR yIIaKORKH:
MecTtonaznaucune:

AHaINTHYECKAR JOKYMEHTAUS K PETHCTPALIMOHHOMY YLOCTOREPeHHIO Ne:

Cpok BefiCTBNA PETUCTPALKOHHGIO YAOCTOBEPCHNS;

JlMueH3HA yuacTka OTBETCTBCHHOTO 32 BHIMYCK CEpHH Ne:

BPOHXONITHUH TAE tatnetky, BKpUTE oBosionkoto, no 40 M1 x 20

rnayuuHa ruapobpomun 40.0 mr

11020
02.10.2020
31.10.2023

34395yn./16n x201abn./

GMP cepTrdmuxaT yUacTka OTBETCTREHHOIC 3a BEITYCK cepuu Ne:
AJpec yHacTKa OTBETCTBEHHOTO 3a BBINYCK CEPUK

AQ ,,Codapma®, yn. nuenckoe uiocce 16, Codus,

Vkpakua

UA/3119/01/02, Bepens 7.0

Heccpoyno
BG/MIA-0177

032/2020/GMP

1220, Bonrapus

Ne | Hassauue nokasareneii XapaKkTepucTHKH 1 HOPMEI Peavarraret
i Bremnuuii sug JBogxoBLIMyknbie TabNeTKH, NOKPLITHIE CoorseTcTBYET
000n04K0H, NpaBHAbHON KPYIIodH
(opMBl, ¢ FAAHUEBON NOBEPXHOCTHIO
2; Hper Opamxerbiit CooTsetcTByeT
3. PacragaeMocts, MUH, He Honee 30 7
4, HoankHHOCTL BKTHRHOIG BeLIECTRA
- YO - cnextpodotoMeTpus JIOmKHA COOTBETCTROBATE UCTBITAHUIO Cooteercrayer
- Ocapurbasn peakumus JONHA COOTBETCTRORATL UCREITAHHIO LooTeercrayer
5. Creneus pacTropesns Flayumsa ruapoGpoMitaa
H3 TabNeToK, NOKPHITHIX 060T0UKOH, %
~ 4epe3 45 MHH., He MEHee 75 (Q) 933
0. Poncteennbie BewecTsa, Yo, He bonee
- ENBHHYHAA IPHMECH 2.0 1.2
- CyMMa [TpuMeceii 3.0 2.72
7. Conepxanue rnayunna rupgobpomias n
B oin?)ﬁ Taﬁnerxiunoxpmgpﬁ OI(;{}HO‘TKOH, MFP Or38.0 10 42.0 B
8. ONHOPOAHOCTS NO3UPOBAHHBIX SAHHMLL AV <1590 [ |
9. Honnunnocrs xpacureneit 8 Onantoke opaniessli
AS-23060
- TCX Honxua cooTReTCTROBATEL HCNHITARKIO CooTtsercrayer
- peakuus Ha xeneda okcun (E 172) JomKHa COOTBETCTBOBATE MCTIBITARHIO Coorsercrayer
- peaxuus Ha TutaHa pokerd (E 171) HonKHa COOTBETCTBOBATE MCIIBITARMIO CoorsetcTayer

10. | Ocratountle pacTBOpHTERH, ppm, He Oonee

- AUSTOH 5000 Huxe npenena
oOHapyxeHns
- H3ONPORUAOBLI ciupT 5000 Hinxe npepnena
obnapyxenus
11, | Mukpoduonoruycckas yucroTa
- TAMC, CFU/r <103 <1000
- TYMC, CFU/r <102 <100
- E. coli, CFU/r OTC)H’TCTBHBI _QreyTersye
12, | [epBrynan ynaxoeka Jomxna cooTReTCTBOBATL p: & CootseTcTRYED, ;
PETUCTPAUMOHHON A0KyMeHTaLMH / i
13. | Bropuunas ynakoska Homxua CQOTEEICIRORATE : - Ct)omc'rcmyeT
pcmcrpammuﬂo?" “fuoxymé;m aunu 2 O
3AKIHOYEHHME: Nexapersentiniii nponykt BPOHXOJNITHH TAB Tabacy {;,‘*wsxpnn ao

cepust Ne 11020 cooTercreyer TpefoBaunamM ananiriueckoi m;\y’wcmﬂggrf" ;

Cmp.lor2

Sopharma AD | 16 lliensko Shose Str, | 1220 Sofia, Bulgaria | tel: +359 2 813 4200 | fax “yiguy 936 0286 | mail@sopharma.bg
Cotapma AL | yn. "nwnencio woce” 16 | 1220 Cadun, Gonrapus | Ten: +359 2 813 4200 | daxe: +359 2936 0286 | mail@sopharma.by

sopharmagroup.com
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PErucTpatiuon HOH HOKYyMEHTaUHA B nuueHzKeh [IpOM3BOACTBA.

VnoanoMouennoe nuuo (QP): < AT
/ A. Bupiaposalt-
R

Jara suimycka cepu: 14.12.2020 F.

Crmp. 2072

Sopharma AD | 16 lliensko Shose Str. | 1220 Sofiz, Bulgaria [ tel: +359 2813 4200 | fax: +359 2 936 0286 | mail@sopharma.bg
Codapraa Al | yit. "MiAuercko wace” 16 | 1220 Cogun, benrapua | Ten: +359 2 813 4200 | dakc: +359 2936 0286 | mali@sopharma.bg

sopharmagroup.com



JlekapcTBeHHDBIH OPOAYKT:

CEPTHO®HUKAT KAYECTBA No 1128/ 14.12.2020

AkTHBHOE BelecTBo / Tabn.:

Cepus Ne:

Hara npoussopcTaa:

FoneH no:

KoniriceTso ynaxopox / THN ynanosam.
MecTtoHasHayeHue:

AHAHTHYECKanA IOKYMEHTALNA K PErHCTPAUOHHOMY YAOCTOBEpeHHIO Ne:

Cpok XefCTBMA PErMCTPALMOHHOTO YAOCTOBEPEHHA:

Jluuensus yyacTka OTBETCTBEHHOrO 3a BHITYCK cepuu Ne:

BPOHXOJITHH TAB Tabnetku, Bkputi 060n0HKot0, 00 40 Mr x 20

rnayuuna ruapobpovuz 40.0 Mr

21020
02.10.2020
31.10.2023

34949 yi. /1 0n. x 20 140). /

GMP ceprudukar yuacTka OTBETCTBEHHOTO 32 BHITYCK cepuu Ne:
AJpec y4acTka OTBETCTBEHHOTO 3a BbINYCK CEpHM:

Vkpauna

UA/3119/01/02, Bepcus 7.0

6eccpouHo
BG/MIA-0177

032/2020/GMP

AO ,,Codapma”, yn. Hnuenckoe mocce 16, Codus, 1220, Bonrapus

Ne | Haspanue noxkasateneii XapakTepucTHKH H HOPMbI Pesyasraret
1. Bhewnnuit Bun JBoskoBbimyKiible TabNeTku, MOKPLITHIE CootBercTByeT
obonouxoi, NpaBUNLHON KpyrioH
$OpMbI, C FIISHUEBOH HOBEPXHOCTHIO
2. | Hser Opamxesbiii CooTBercTBYyeT
3. Pacnamaemocrs, MuH, He 6onee 30 3
4. TIOIMHHOCTH AKTUBHOTO BEWECTBA
- Y@ - cnextpodoromerpus JIomKHa COOTBETCTBOBAThL HCTILITAHHUIO CooTtBercTByeT
| - Ocapounas peakuus JlomxHa COOTBETCTBOBATH NCABITAHHIO CootsercreyeT
5. CreneHe pacTBOpeHus rnayumHa ruapobpomuaa
M3 TaBNeToK, MOKPLIThIX 060I04KOH, Y6
- yepes 45 MuUH., HE MeHee 75(Q) 98.8
6. PopcTBeHubie Bewectsa, %, ve Gonee
- €IMHHYHAA NPHMECH 2.0 1.14
- CymMMma nipumecei 3.0 2.63
7. Co,uep:icaune raayuusa ruapobpomuna OT 38.0 110 42.0 39.04
B 0/1HO# TabneTke, NOKPBITOM 0BGONOUKOl, MT
8. | OnHOpOAHOCTS O3HPOBAHHEIX EAHHHL AV <150 5.6
9. | MoanunxocTs kpacHTenelt B Onamoke opaHxesblii
AS-23060
- TCX JIoMmKHa COOTBETCTBOBATL HCTIBITAHUIO CootsercTayer
- peakuus Ha xene3a oxcun (E 172) JlomKHa COOTBETCTBOBATH HCMBITAHUIO CooTsercTByeTt
- peakuus Ha turada amoxcun (E 171) JonmKHa COOTBETCTBOBATS HCIIBITAHHIO CooTBercTByeT
10. | OcratouHble pacTBOpHTENH, ppm, He Bonee
- ALETOH 5000 Hwxe npepena
obHapyxeHus
- H30MPONKNOBLIH CIIUPT 5000 Huxe npenena
oBHapyXeHHs
11. | MuxpoGuonoruyeckas 4ucToTa
- TAMC, CFU/r <10? <1000
- TYMC, CFU/r <1m? <100
- E. coli, CFU/r OTtcyrcTaue OTtcyTcTBUE
12. | TlepBHunas ynakoBka JlomKHa COOTBETCTBOBATD CoorsetcTBYeET
PErMCTPaLHOHHON JOKYMEHTALMH
13. | Bropuunas ynakoeka JomKHa COOTRETCTBOBATH CootBercTByeT

pemcmauuonuogﬁg_m__mgemauuu

SAKJIFOYEHHE: Jlexapcrsennssit npoayxt BPOHXOJIITUH TAB ?aﬁﬂefrm’?‘ @&m 05@:0{0}0 no 40 ML.x:20;
cepus Ne 21020 cootpeTcTBYeT TpeGoBaHMAM aHaNHTHYECKOM noxymema{(tgg. /f’

Sopharma AD | 16 lliensko Shose Str. | 1220 Sofia, Bulgaria | tel: +359 2 813 4200 I :
Cogiapma Al | yn. "Nauencko woce” 16 | 1220 Codms, Buarapus | Ten: +359 2 813 4200 | hakc+359% 936 0286 2
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| sopharma®

HEKTIAPALIMA COOTBETCTBMSL: Jlekapcteenusiit npoaykt BPOHXOJIITUH® TAB TabnetkH, BKpuTi 06onoHkoro,
no 40 mr x 20, cepua Ne 21020 npoussenen, ynakosaH u MPOKOHTPONUPOBAH B COOTBETCTBUM C TpeGoBanuamu GMP,

PEruCTPaLMOHHOMN IOKYMEHTALMM 1 NHLIEH3UEH TPOH3BOACTSA. -««""—“”\\
®

Jara spimycka cepun: 14.12.2020 r.

Cip. 2012

Sopharma AD | 16 lliensko Shose Str. | 1220 Sofia, Bulgaria | tel: +359 2 813 4200 | fax: +359 2 936 0286 | mail@sopharriia.by -
Codapma ALl | yn. "Unuencko woce” 16 | 1220 Cotus, Borrapus | Ten: +359 2 813 4200 | daxc: +359 2 936 0286 | mail@sopharma.bg

sopharmagroup.com



AEPKJIKCIIYVXKBA
AEPIKABHA CIIVIKEA 3 IIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMH Y. YEPKACBHKTI OBJACTI

By Cminssceka, 171, m. Yepkacy, 18008, re.: (0472) 66-38-95, Ten/daxc: (0472) 63-04-13
E-mail: dis.ck@dls.gov. ua,https://www.dls.gov.ua, Kox EOPIIOY 37067296

BHCHOBOK
PO SKICTh BBE3€HOr0 B Yxpainy aikapebkoro 3acoly

24.11.2020 Ne 64720/20/23

BEPOHXOJIITAH TAB

(nefimeitysanus nikapceroro 3ac06y 3O 3 pecerpanifiim noCBiAyCHHEIM)
TabneTku, RKpATi 06010HK010, 10 40 MI, no 20 Tabaerox y Gicrepi; mo 1 baicTepy B Daqni

(bopMa srmycky, Aosysaimn, aun TIAKYBAHHS JHKAPCRKOTO 38008y}

Howep peectpanittnoro nocaimenss UA/3119/01/02 €TPOK Ail peectpauiitioro noceiggenns (1.01,2099

Cepis nixapcskoro 3acoby Ne 30720 KinpxicTs psescroro nixapesxoro 3acoby 34545
BupoGuux AT "Codapma”, Bonrapis
(nakivenysanny aupobitka TikapeEkoro sacoby, xpaiBa noxXnaxeHHs)
Baeseno B Vxpaliy Torapucrro 3 ofmexenoio BignosiganwHicTIO "Codapma Ykpaiua",
inenr. koa: 38323318

(ualtvenypanus ta kox sa €IPIIOY FopuIHTHOl 0co6u aGo npiasume, iM's, o GaTeroD] thizmynol
ocofu « mimmpuemuy, it MICIE NPOXHBAHKA Ta PEECTpaniRHHH HOMEp 0BaikoRoT KapTKH TUIATHHKA
NoA=TKiB abo cepis Ta HoMep nacriopra)
Tporoxoen Bisyansnore koxrposio sia 17.11.2020 M 473/0/01.24-20/2.

JlaBoparopsudi avanis skoceti mi KEPCHKOTO 38c0By 3xiliche it

HIT "Terrrpansna naGopatopis 3 aHaNi3y SKOCT] JKapehKuX 3aco6is i MEMIHOI HpoXyKii"
(M.Knin, Byn.Kynpsscrka 10r)

(nafivenyraliis Ta MicuesHaxomKerRRY naboparopii, o nporena AnfopaTopuistt ananis sxocti)

Bucrosok mozo axocTi Jikaperkoro 3aco6y, sunanmli naBoparopieio i 20,11.2020 Ne 3240

Peaymerarn nabopatoproro aranisy axocri Jikaperkoro sacoby 3a NEPCBIPERHMHE NOKAIHUKEME BinnoBinarwTs
BHMOTAM METOMiB KOHTPOIIO IKOCTI (ananiTraro-ropMaTHEROT AoKyMeHTaui1).,

32 pesymireTaMM  nepsasmoro KOHTPOMO  BCTAHORNEHO, mO JikapceksH  3aci§  meesexo B Ykpainy 3
AOTPHMAHHAM srmor JAXOHONABCTEA 1040 3a6e3nede s AKOCT] niKapesKUX 3acobin,

B.o. s cay it . c% -
SR 57 Y 00 oo B O 20 _ B 7 .
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JlerapeTaeiHbI TpoayKT:

G

sophoﬂno®

CEPTHUDUKAT KAUYECTBA No 840 /30.09.2020

AKTHENGE BELICCTRO / Tal.;

Cepua Ne;

Jlata npoussoncrea:

logen qo:

KonmiecTno ynakosok / T4 YIAKOBKH:
MecTonasHayenme:

AHATHTHIECKAR NOKYMEHTAUHA K PETHTTPAUMOHHOMY YAOCTOREpeAO Nu;

Cpow ACHCTSHR PErHCTPRUIGHACTO YASCTOSERSHI

JInuensng yqacrsa 0TBeTCTHCRICTO 34 BIYCK cephy No:
GMP cepTuuKaT yyacTxa oTRETCTREHHOIO 33 BbIIYCK cepuy No:
A.lp(.(‘ YUALTKE OTBETCTBEHHOIO 34 BuINYCK CEPHHT

/\O =Cotapma®, ya. Manencroe wocce 6 Cotpun, 12

BPOIXCOIHTHUH TAB talnetky, sBkputi odononsme, no 40 mr s 20

raayupua ruapodposiia 40.0 mr

30720
20.07.2020
1.07.2023

34 545 yn./ 1 6a. x 20 Tabn./

Yxpanna

UA/3119/01/02, sepeus 7.0

Beccpouio
BG/MIA-0177

032/2020/GMP

20, Bonrapus

Me | Hirxsase noxasaTeneis B XapakyepueTic 1 nopm w PeaynuTaTs:
n Breillnuui sug Heoakesbinyxnsie TabneTky, NOKPHITHIE CootBeTCTRYET
ofGIouKoH, NPaBUALHOR KpyTRoH
(hopML, € rISHIEBOR NOBEPXHOCTLID
2 | inet Opamnxennii Coorgercrayer
3, PacnanacrotTs, MHi, He Gonee 30 8
4, TTOWTMHHOCTE AKTHBHOIO BELLECTER )
- Y@ - enexrpodoToMerphs JloAAHa COOTBETCTBOBATS HCITbITAHAD Caoraereryer
- Ocanoyuan peakiis - Jl0:sa3Kia COOTBCTCTRBOBATL HC [THITAHMIO CooTtsercraver
3 CTenes PACTAOPERKA TAayIHHA trapolpaMiIaa
13 TA0ALTOK, NORpLITREX 0G0R0KOI, Yo
- Uepes 45 MHNL, HE Menee B 75(Q) Q9.8
0, PoncTsennsie veuwectaa, %, He Gonee
- EZHHMYHAR npIMect 2.0 0.87
- CYMMA Npiiveceii 3.0 292 e
7. Conepxaiie roayunya ruipobpoMiaa . 3
B O,’IHI;H TE!GIICT‘KQY._ HOKpr'ﬂGp}“l oiéoﬁofxoﬂ, MT SratIAR0 =8
i_ OEHOPOANACT], AO3HPOBAHLIN SAMHHL AV <150 o 10.6
9. Nomnunakocrs kpackTenesi 8 Onamokc OpaHKesbIT
AS-23060
-TCX JIGamHa COOTELTCTROBATL KCABITaHHIO COOTBETCTEYCT
- praKus Ha wenesa oxeun (B 172) JLOsIK 1A COOTEETCTROBATE HCHIBITARAID Coorpercrayer
- peakuin Ha THTaua anoxcua (B 17]) Jionmua COOTBETCTBOBATE HCNLITAHHIG CoornetcTayer
10. | Ocrarouskie pactoputeny, ppm, He honce
- ALECTOH 5000 Hwxe npenena
OlHpYREHKT
- HIONPONKAOBLI COMpPT 5000 Huxe npeaena
odnapyments
11 | MukpoCuoneruueckas uncroTa
- TAMC, CFU/r <107 <1000
- TYMC, CFU/r < 10° < 10G
- E. coll, CFU/r Oreyrereme CrreyreTane
12, | Tlepedunan ynakoska LoanHa cOOTBETCTBOBATh CooTneTcTyer
PErHCTRALIONIHOT AOKYMEHTALIR
13, | Bropiunas vnakooka JomHa cooTBeTCTROBRATE Cau;gmamyw 2
- PEIrHCT :anuommmcmaunn ‘ g

jAKJﬂOLHZHHE Jlekapersennntit npoaykt BPOHXOMITHH TAB Tatnery

A
Sophamma AD | 16{lensko Shose Str. | 1220 Sofia, Bulgaria | tel: +359 2 813 4200 | Fax, +3592“3an U’)Eﬁ i
Codédpma AL | yn, "Vinuencks tioce”™ 16 | 1220 Codun, Boirapka | 1en: +353 2 813 4200 |

sopharmagroup.com
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JEPHUIIKCITYKBA
JAEPIKABHA CJIIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHUKAMM ¥ YEPKACBHKIA OBJIACTI

Byn. Cminsncexa, 171, M. Hepkacu, 18008, ten.: (0472) 66-38-95, Ten/chaxc: (0472) 63-04-13
E-mail: dls.ck@dls.gov.ua https://www.dls.gov.ua, Kog €JIPTIOY 37067296

BUCHOBOK
PO AKICTL BBE3eHOro B YKpaiHy JikapebKoro 3acoby

24.11.2020 Ne 64742/20/23

BPOHXOJIITHH TAB

(HafiMeHYBaHHA MiKAPCHKOTO 3aco0y ITIAHO 3 peecTpauifiHuM 1OCHi AueHnaM)
Ta0/1eTKH, BKPHTI 060108K010, 10 40 Mr, no 20 Taberok y 6aicTepi; mo 1 GicTepy B mayni

(opma BAITYCKY, (03YRaHHS, B/ TIAKYBAHI JTiKAPCEKOTO 3ac06Y)
Howmep peecpanitinoro noceimuenns UA/3119/01/02 crpox nif peecrpauiiinoro nocsizyenns 01.01.2099
Cepia nixapcexoro 3aco6y Ne 40720 Kinbkicte BBE3eHOIO Nikapcskoro 3acoby 35455

Brpo6unk AT "Codapma", Bonrapis

(HnitmeHyBasus BUpoGHHKA NiKApChKOTo 3acoly, KpaiHa NOXODKEHHA)

Baeseno B Vkpainy Torapucrso 3 obmexenoro Biznosinassuicrio "Codapma Ykpaina",
inent. xox; 38323318

(hafimenysanna Ta ko 3a E[IPTIOY topuanynol ocobu abo npiseuue, im's, no 6arskosi gHamaHol
0coBM - NiANPHEMLA, 1T MiCLe NPOXHBANHA T4 peecTpauiiHnit HoMep o6NiKoBOT KAPTKH ILIATHHKA
noAatkis abo cepix Ta Homep nacnopra)

Tpotokon sizyansHore xoutpenw sin 17.11.2020 N 473/0/01.24-20/3.
JlaGopaTopHHit aHaNi3 AKOCTI NikapchKOTO 3ac06y 3ailicnenuii:

AI1 "Lenrpansna naGopatopid 3 aHamNi3y sikocTi JiKapesknx 3acobiB i Meauunol npoaykuii"
(m.Kuig, Byn.Kyzapsecexa 10r)

(naiimenysanHs Ta MicUe3HaxoMxeHHa maGoparopil, o Tpoeena nadoparopuuii ananis sxocTi)

BucHorok mwopo skocTi nikapeskoro sacoby, sunanuit maboparopiero sin 20.11.2020 Ne 3241

Pesynsrat nabopatopHoro ananisy sxocti likapcekoro 3aco0y 3a nepepipeHHMH NoKasHUKAMH BIANOBIIAOTE
BHMOTaM METOMlB KOHTPOEO AKOCTI (AHANITHIHO-HOPMATHBHO! AOKYMEHTAN),

3a peaynmeraTamMuy EpPKABHOTO KOHTPONMO BCTAHOWIEHO, |0  Jixkapchkuil 3aci6 Beeseno B Vipalny 3
AOTPHMAHHAM BHMOr 3aKOHOJABCTBA INOJI0 3a0e3NeUEHHA AKOCTI JiKapChKHX 3acoGiB.

Ipuna HOCEHKO

(niznuc) (inivianu Ta npizeHme)

(nocaf,dghooﬁ, apr?q:ﬂylﬁp ash
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JiexapcreeHHbIH APOAYKT:

CEPTHOHKAT

AkTHBHOE BetecTso / Tabn.:

Cepus No;

[lata npoK3BOOCTBA:

ToneH po:

KOonsuecTso viakosoK / THI YNIAKOBKK:
MecTonaznasenne:

AHAIKTHYECKAs AOKYMEHTALNA X POTHCTPALHOHHOMY YIOCTOBSDEHUIO Ne:

Cpok AeficTBAR PErHCTPAUMOHHOFO YAOCTOREPEHH!

Huuensus Y4aCTKA OTBETCTBEHHOMO 34 BLINYCK CEPHM Ne:

%/ sopharma®

RKAYECTBA No 848/30.092020

EPOHXOIITHUH TAB Tabnerxy, expuTi 060R0HKOI0, RO 40 Mrx 20

raayausa ruapodpomin 40.0 mr

35455 yn. /1

GMP cepTH(hbUKaT y4acTKa OTBETCTBCHHOTO 3a BLIMYCK cepity Mo
Anpec yuacTKa 0TBETCTBEHHOTO 3a BLINYCK CEPHU!

40720
20.07.2020
31.07.2025

on. x 20 tadn. /

Vipanna

UA/3119/01/02, pepcun 7.0

Becepouno
BG/MIA-D17T

032/2020/GMP

AQ Codapma, ya. Manenckoe wocce 16, Codua, 1220, Boarapus

Ne | Haipaupe flokasarenci XapaxTepucTHKH I HOPMEBL Pesyanrari
1. | Bremuun# sun T BOAKOBHUTYK/Ibie TaDAETKH, BOKPLITHIE Coorsercrayer
oficnogkoll, npasHabHO KpyTROA
» GOpMBI, € MINHUEBOR NOBEPXHOCTRIO R
2 Hger . B ' Opauxessli CootecTerayer
3. Pacnagaemocts, Mun, He Gosee 30 7
4. | [ToAMHHOCTE BKTHBHOTO BEDICCTER ]
- Y@ - cnexrpodioToMeTpHa JomKHa COOTBETCTBOBATL HCILITAHHIO Coorac?cmycfm
- Ocanoynan peakaun JleinxHa COOTBETCTBOBATS HCMLITAH MO Coorsercrayer
S CTenens pacTEOPERHA MAYLMHA r’HAPOGpoMuaa .
U3 TabneTok, NOKpLITeLX 0BonoukoH, % -
- uepes 435 MUH., HE MeHee 75 (Q) 102.4 B
6. | Poacreenunie pewrecrsa, %o, e Honee
{ - epWHHYHAS NPHMECD - 2.0 0.84
- CYyMa npHMecedt 3.0 255
7. Conepgsam’s:: FAayLnRHa THApeOpoMKIR ) Ot 38.0 20 42.0 1026
B 0110 TabaeTke, noxpslTolt obonoukoll, Mr -
8. OnH0pOAHOCTE BOIUPOBAHHDBIX BAHHHY AV <150 6.8
9. | IMowmuHocTs spackTeneil B Onanioke opankessii
AS-23060
-TCX Jomiia COOTBETCTEOBATL HCNBITAHIID CooreeTcTyeT
- peakiids Ha xkenesa oxcua (E 172) [HomxHa COOTRETCTBOBATE UCTILITAHIIO CoorseTcraver
- peakuus Ha Titana atokenn (B 171) JomKeHa COOTBETCTBOBATY HOMBITRAHIO B _C_QQTE_“_I_“_ZT}}YEL
10. | OcTtatouHsle pacTROPKTEAH, ppin, He bonce
- aleTOH RRHE Hwxe npenena
oBHAPYKEHNA
- HIOMPOSIHNOBLIH CAHPT 5000 Hixe npenena
obuapyxeHus
11. | Mukpobuonoruuecsas SucToTa
- TAMC, CFU/r < 107 <100
- TYMC, CFUT < 16° <100
- E. coli, CFU/r  Greyrerene Oreyicrane
12. | Ilcpendnas ynakoska B Homxna COOTBETCTEOBATS CooTeetcTBYET
PErUCTRALHOHHON JOKYMEHTAUNM
13. | Bropwinas vITakoBKa Jlomkua cooTseTCTROBATL CooTeTCTRYET
pu"ucrpauuommuzm

3AKI ?O‘-IEHHE— JiexkapcreenHbli npoaykT BEE
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AEKIIAPALUMA COOTBETCTBHS: Jexapersenusit npoaykt BPOHXOTITHH® TAE taBnerxy, srpicti eGasonxoio,

no 40 mrx 20, cepun Me 40720 npouseensy, YNaxosau i EpOKOHTPOIIDOBAH B COOTEETCTRIH ¢ TpeGoaanuams GMP,
?,.,.ﬂ—“""*-.\m
PErHCTRANMOEHDH AOKYMEHTAUNN | HUEH3HeH NpOU3ROACTRA, 2 :

Y nonnomaueHHone mruo (QP):
/A gwpa

Hara spinycka cepuu: 30.09.2020 ¢,
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TEPMEC ApyHatimummensa KOHTPONL KaJvecTea

CeptuduKrar aHanmsa

BuonekTpa Mardesuym OupexT «AneabcyHn»
MukporpaHynbl ¥YkpauHa
no 3akasy AneneH Papma Al

Homep cepumn l'epmec ®apma: 0040720

Pazmep ynakoBku: 20 I Fogen go: 03/2023 [Larta npoussogcrea: 6.04.2020
AHanus | Crneyunpurrayusa Pesynotarn!

OpraHonenTMHECKUE XaPaKTEPHCTUKK:

BHewHu# sna rpanyn Benvle uau noytu Gensie COOTBETCTBYET

3anax rpanyn AnenbCUHOBLINA COOTBETCTBYET

BRryc rpanyn ANenbCMHOBSI COOTBETCTBYET

TexHonoruyeckue XapakTepucTukn:

MNoTepsa B macce npu <=10% 0.3 %

BLICYLIKBAHWM

YnakoBKa:

CknasiHan KapToHHaa kopobka bes pederros COOTBETCTBYET

flycTokr-BKNagblL AnR naumeHTa | bes gedektos COOTBETCTBYET

Konwyecrso cawe B COOTBETCTBMM C pasmepom COOTBETCTBYET
YNaKOBKH

Cawe Be3 aedeKTOoB, repMeTUYHbIN COOTBETCTBYET

Kop cepuu / roged ao Hanucanol pasbopuneo, COOTBETCTBYET
KOPPeKTHO

NaeHTudmMKaumna (NOANMHKOCTB) M KONWYECTBEHHOE ORPEAEAEHUE rapaHTUPYETCA 3aNHCLKD
PE3YNbLTATOB BIBLWMBAHMWA

STiM NOATBEPKABID, HTC NPOMIBOACTEC M TECTMPOBAHKE ITOH CEPUK MPOBEABHD! B COOTBETCTBUN C ALHCTBYIOUIMMN MHCTDYKUASMHK.
HorymeHTaUKA N0 NPOUIBOACTEY, TECTMPOBAHMIO M BouiNyCKY CEpMM RBNAETCA NoAHOA. KauecTeo aToi cepus cootaeTcrByeT Tpebosanuam.

Aata 28.01.2021 [Modnuce]

PYKOBOAUTE /b KOHTPOAA Ha4eCTBa

A0
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