JAEPXJIIKCIIYXXBA
AEPKABHA CJIYXFA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KMIBCBKII OBJIACTI

npocnekt Banepis Jlo6anocbkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua,https:/www.dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Mpo SIKICTH BBE3€eHOI0 B YKpaiHy JlikapchKoro 3aco0y

28.01.2021 Ne 1761/21/10

POKCEPA®

(naliMenyBanHs nikapcbkoro 3acoy 3riaHo 3 PEECTPaiHHIM ITOCBiTUEHHM)
Ta0/IeTKH, BKPHTI ILLIBKOBOI0 060,10HK010, 110 5 Mr 1o 10 Ta6ieToK y Guaicrepi; mo 9 6aicrepin
Y KapToHHiii kopooui

(opma Burycky, 103yBaHHs, BUA NAKyBaHH: JiKapceKOro 3acoby)

Homep peectpauiitroro nocsimuenns UA/11743/01/01 crpox aif peectpauiiinoro nocsizuenss 01.01.2099

Cepis nikapcbkoro 3aco6y Ne D93752 KinbkicTs BBe3eHOrO sikapcbkoro saco6y 420
Bupo6ruk KPKA, 1.1., HoBo mecto, Crosenis
(HaiiMeHyBaHHS BUPOGHHMKA JHKAPCHKOTO 3ac00y, kpaTHa MOXOMKEHH)
Beeseno B Ykpainy CruinbHe ykpaiHCBKO0-eCTOHChKE MIPHEMETBO v opMi ToBa HCTBa
p y
3 oO6MexkeHOI0 BiqnoBinaIbLHICTIO "Onrima-®apm, JITH", izenr. kox:
21642228

(naiiMenyBaHus ta kox 3a €JIPTIOY IOpHAHYHOT 0coOH abo npi3BuILe, iM'd, O GaTHKOBI bizuunol
0co0H - mianpHemL, 1i Miclle MPOKUBAHHS Ta peecrpauiiinuit HoMep 061iKOBOT KapTKM TIATHHKA
noAarkis a6o cepis Ta HOMEp nmacropra)

Mporokon BisyansHoro koutpomo Bix 21.01.2021 Ne 0127/11.

3a pesynbTaTaMu JepkaBHOrO KOHTPOMIO BCTAHOBJIEHO, IO mikapckui  3aci6  BBeseHo B Vipainy 3
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CEPTUOUKAT KAYECTBA

(4 KRKA

KRKA, d.d., Novo mesto

fara: 14.01.2021
Crpanuua: 1/3

Koa Ne: 7D9062

cTpaHa-npoussoautens: Cnosexus

KapTOHHOW Kopobke

POKCEPA®, TabneTku, NokpbITbie niieHo4Hoi obonoukon, no 5 mr Ne 90 (10x9) B 6nncrepax

1 TabneTka coaepxuT 5 Mr posyeacTaTvHa (B BUAE Kanbuusi po3ysacTaTiHa)
nNekapcTBeHHas copma: TabneTku, NOKpLITLIE NNEHOYHON 060N0YKOoIA, NO 5 Mr
pasmep u TUn ynakosku: no 10 TabneTok B 6nucTepe;no 9 6nucrepos B

Cepusa: D93752

Pa3smep cepuu: 7.009 LUT

[ata BupobHuyTea: 10.2020

[arta okoH4aHus cpoka rogHocTu; 10.2023

PernctpaumnoHHoe ypoctoBepenue Ne:
UA - UA/11743/01/01

Haseanue v agpec npoussoanTens OTBETCTBEHHOIO 3a BbiNyck | JIMLeH3ns Ha npounasoacTeo Ne:
cepuu; 800-13/2018-6
KPKA g.a., HoBo mecto
limapbeuwka uecra 6
HoBo mecto, 8501, Cnosenuns
HassaHune nokasarteneii Cneuundmkauus PesynbraTbl aHanusos

Onucanue

OAHOPOAHOCTb A03NPOBAHHBIX €ANHML] - OfHOPOAHOCTH
coAepXaHua posyBacTaTuHa
WaenTudmkauma posysactatuHa - BIXKX

nentudmkaumn posysactatiHa - TCX

Naentugukauma TiO:

PoacTteeHHble NnpuMeck - npumecs TP13
Poactsentble npuMeck - npumecs RSL
PogcteenHble npuMecy - apyrve MHaMBMAYankHble
PoacTeeHHble npuMecy - obilee KONUYecTBo
OcTaTouHble pacTBOPUTENU - N30NPONUNOBLIA CIMPT
OcTaTouHbIE PaCTBOPUTENN - ALIETOH
KonnyecTteeHHoe coaepxaHue posysactaTuHa
PacTtsopenue posyBactaTHa

Tabnetku 6enoro LBeTa, Kpyrnble, cnerka CootseTcTBYET
ABOSIKOBLINYKNbIE, NOKPLITLIE nnerj,oqnoﬁ

o6onoukoi, TabneTku co cKoLeHHbIMU GokaMu 1 ¢

TPaBUPOBKOWA 5 Ha 0AAHOW CTOpPOHE.

3Hauenme nokasaTens npuemnemoctu (AV) 43
coctaBnseT He Gonee 15,0
Bpems yaepxanus nuka posysactaTtiHa Ha CootseTcTayeT

XpomaTorpamme McnbiTyeMoro pacrasopa (Sas)

AOMKHO COOTBETCTBOBATL BPEMEHU yaAEPXKaHWUA

nuka posyBacTaTuHa Ha XpomaTorpamme

CTaHRapTHOrO pacTeopa (SS).

MATHO Ha XpomaTorpaMMe UCTILITYEMOro pacTeopa *1
(SaS) aonxHo COOTBETCTBOBATL NO BENWYMHE Rf

W LIBETY NATHY Ha XpomaTorpamMmme CTaHAapTHOro

pacTteopa (SS).

PacTeop B TMrNe CTaHOBUTCS XeNnTbiM *1
He Gonee 0,8 % <=0,10

He Gonee 0,3 % <=0,10

He 6onee 0,2 % <=0,10

He 6onee 1,0 % <= 0,10

He Gonee 5000 ppm 585

He Bonee 5000 ppm <= 500

95,0% - 105,0% OT 3asBNEHHOTO KONWMYecTea 98,4

Yepes 45 MMHYT OMKHO PacTBOPUTLCA He 93 -97

MeHee 75 % (Q) oT 3aABNEHHOro Kon.

LaHHbin cepTndmkaT kavecTea umeeT ONEKTPOHHYI0 NOANUCD.

CepTudmkaT cosfaaH aBTOMaTMYECKW BanNWAWPOBAHHON KOMMbLIOTEPHON Nporpammon SAP.
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(T4 KRKA

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

fata: 14.01.2021
Crpanuua: 2/3

Kopg Ne: 7D9062

POKCEPA®, Tabnetku, nokpbiTbie nneHo4Hon o6onoykon, no 5 mr Ne 90 (10x9) B 6nucrepax
cTpaHa-npoussoauTens: CnoseHus

1 TabneTtka coaepxuT 5 Mr posyBactaTuHa (B BUAE KanbLua po3yBacTaTiHa)

nekapcTBeHHas copma: TabneTkn, NOKpbITbIe NIIEHOYHOW 0GONoMKON, No 5 Mr

pasmep v TUn ynakosku: no 10 TabneTok B Gnucrtepe;no 9 6nucrepos B

KapTOHHOW KopoGke

Cepus: D93752 Pa3mep cepun: 7.009 LUT

[ara Bupobuuyrea: 10.2020 Harta okoH4aHus cpoka rogHocTh: 10.2023
PerncrpayvonHoe yaoctoseperune Ne:

UA - UA/11743/01/01

Ha3sBaHue v agpec npoussoaNTENs OTBETCTBEHHOIO 3a BhINYCK | JIULEH3ns Ha npounssoAcTBO Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecTo
lLimapbeluka uecra 6

Hoso mecTo, 8501, CnoseHnuns

HassaHue nokasartenei Cneundukauus PesynbTatbl aHanusos
Mukpobuonoryeckas uncrora - ObLiee KONMYECTBO He Gonee 1000B 1T <10 *2
MWKPOOpraHu3Mos - Gaktepun

Mukpo6uonornyeckas unctoTa - Obuiee KONMYeCTBO He Gonee 100B 1T <10 *2
MUKDOOPraHW3MOB - APOXCKU W rpnbbl

Mukpobuonoriieckas unctoTa - Escherichia coli OtcytcTBne B 11 Coorsercrayer *2

*1 He sBNSeTCA pyTUHHLIM METOAOM. TecTtnposaHue nposoauTcs 1 pas e rog,
*2 TECT NPOBOAMTCS B COOTBETCTBMM C NPOrPaMMOiA (onucannoi B AHA)

HacToswmm noaTeepxaalo, YTO BbilENpUBEAEHHas WHCOPMALMS SBNSETCS AOCTOBEPHON K TOYHOW. [laHHas cepws
NpoAykunm Gbina npoussepeHa (BKlovas ynakosky/MapkupoBKy) W npoluna KOHTPOSb KayecTBa Ha BbilUeyKasaHHOM
y4actke B NONHOM COOTBETCTBAM C TpeboBaHMAMU GMP, yCTaHOBNEHHBIMU MECTHBIM PEryNSITOPHBIM OpraHoMm, a Takke
B COOTBETCTBMM CO CneuucbukaLmein perncTpaLMoHHON [AOKYMEHTaLMM, YTBEPXKAEHHONH B YkpanHe Ana vccnegyemoro
NekapCTBEHHOTO CpeAcTea.  [lpoTokonbl NPOM3BOACTBA, YNAakoBKM M KOHTPONS  KadyecTsa CepUn nNpoBepeHbl K
COOTBETCTBYIOT TpeboBaHnam GMP.

Cepus BbinyLieHa B COOTBETCTBUN C AencTeyloweit Bepcuen AH UA/M11743/01/01.

HaHHbl cepTuduKaT kayecTsa UMEeT aNeKTPOHHYI0 NOANWUCS.
CepTudumkat cospan aBTOMaTUHECKV BanWaUPOBAHHON KOMMbIOTEPHOR NporpamMmon SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

Aara: 14.01.2021
Crpanuua: 3/3

Koa Ne: 7D9062

POKCEPA®, TabneTku, nokpbiTbie nneHo4Hon obonoukoi, no 5 mr Ne 90 (10x9) B 6nucrepax
CTpaHa-npoussoauTens: CnoBeHns

1 TabneTka coaepXuT 5 Mr posysacTaTuHa (B BUAE KarnbLus po3yBacTaTuHa)

nekapcTBeHHas popma: TabneTku, NOKPbITbIE NIEHOYHON 060NOYKOW, No 5 Mr

pa3mep 1 TUn ynakosku: no 10 TabneTok B 6Gnuctepe;no 9 6nuctepos B

KapTOHHOW kopobke

Cepus: D93752 Pasmep cepun: 7.009 LUT
[ara BupobHuyrsa: 10.2020 Hara okoH4aHus cpoka rogHocTu: 10.2023

PerucrpaymornHoe yaoctoBeperune Ne:
UA - UA/11743/01/01

HaspaHue v agpec npoussoANTeNs OTBETCTBEHHOTO 3a BbiNycK | JiMLeH3nsa Ha npousBoacTBo Ne:
cepuu: 800-13/2018-6

KPKA p.a., HoBo mecro
lLimapbeluka uecta 6

HoBo mecTo, 8501, CnoBeHus

[aTa Bbinycka Ha pbIHOK: OTBeTcTBEHHOG NMLIO 3a BbiNyck JIC Ha pbiHOK
07.12.2020 TaHns pHoBwek
YNPABJIEHUE KAYECTBOM

KPKA, a.a., Hoso MecTo
Lmapselika uecra 6, 8501
CnoBeHus

[aHHbin cepTudvkaT KauecTsa UMEET 3NEKTPOHHYIO NOANMCh.
Ceprudumkar cospaH asToMaTUHECKW BaNUANPOBAHHON KOMMbIGTEPHOMN NPOrpamMmon SAP.




HEPXIJIIKCITY)XBA
AEPXXABHA CJIYKBA 3 JIIKAPCBKILIX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTMKAMMY Y KHiBCBHKIil OBJIACTI

Tipocriext Banepis Jlo6anoschkoro, 51, M. Kiuis, 03110, ten/gaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Kon €ZIPTIOY 37078774

BHUCHOBOK
Ipo sIKicTh BBe3eHOro B Ykpainy xikapcskoro 3aco0y

13.04.2021 Ne 17207/21/10

POKCEPA®
(HaliMeHyBanns JiKapcekoro 3acoBy 3rinHo 3 peecrpauittamm IIOCBiTYEHHAM)
TabJ1eTKH, BKPHTI II1iBKOBOIO 000/10HK010, 10 5 MT 10 10 Tabuerok y Guicrepi; mo 9 Osticrepin
Y KapToHHiH Kopo6ui
(dopma Bunycky, J03YBaHHI, BUI IAKyBAHH JiKapcrkoro 3acoby)

Howmep peectpaniitroro noceimaenns UA/] 1743/01/01 ctpox it peectpaniiitoro nocsimaenns 01.01.2099

Cepis nixapcpkoro 3aco6y Ne D94815 Kinbkicts BBe3eHoro mikapcskoro 3aco6y 600
Bupo6Huk KPKA, 1.1., Hoeo Mecro, CiroBeHis
(naliMeHyBaHmHs BUPOGHHKA TiKapChKOro 3aco0y, kpaina HOXOIKEHHS )
BaeseHo B Vipainy Crinnne ykpainceko-ecToncnke mixnpuemMcreo y popmi TOBapHCTBa
3 o0mexenol0 BinnoBiadLHicTIO "Onrrima-®@apwm, JITX", inent. xox:
21642228

(HaliMeHyBaHHA Ta ko 3a €HIPTIOY 1opuanunoi ocobn a6o nipisBuIue, iM's, o 6aToxop] diznunoi
0cobu - mianpuemus, i micue TIPOKHUBAHHSA Ta peecTpaltifsuii HOMep 0611ik0OBOT KapTku miIaTHuKa
IOZaTkiB a6o cepis Ta HOMep [macnopra)

Iporokon sisyannnoro konTposio 8in 06.04.2021 N 1046/17.

3a pesympratamm ACPKABHOIO KOHTPONIO BCTAHOBICHO, IO JKapChKUH 3aci6 BBE3€HO B Vkpainy 3
AOTPHMAHHAM Bumor 3aKOHOIABCTBA OO 3a6e3neyeH;

SAKOCTI JIIKapChKHX 3acobiB.
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NEPEKJIAL OPUTHATIBHOIO CEPTUDIKATY AKOCTI

CEPTUDIKAT AKOCTI

(T4 KRKA

KPKA a.4., Hoso mecTo

flata apykysaHus cepTudikary
Cropinka: 1 /2

Koa Ne: 7D9062

Pokcepa®, Tabnetku, Bkputi nniskosoio obonoHkoto, no § mr Ne 90 (10x9) y 6nicrepax;
KpaiHa-BupobHuk: Cnosenis;
1 Tabnerka mictuts 5 Mr posysactaruny (y BArnsapi kanbyilo posyBacratuuy);
nikapcbka popma: Tabnetku, BKpUTi nnisxosolo obonoHkolo, no § mr

po3mip | Tun nakyeatHs: no 10 Tabnertok y 6nictepi; no 9 Gnicrepis y kaprouuii kopo6ui

Cepisi: D94815

Posmip cepii: 8.979 WIT

[ara supoSHuuTea: 10.2020

Harta aakiHueHHa TepMiHy npugatHocTi: 10.2023

PeecTpauifiie nocsigyexHs Ne:

UA - UA/11743/01/01
Hassa i anpeca supoGHuka, BignosiganbHoro sa eunyck cepii: | NiueHsis Ha BUPOGHULTBO Ne:
KPKA a.n., HoBo mecro 800-13/2018-6
Uimap’ewwxa uecra 6
HoBo mecTo, 8501, Cnosexin
Ha3ga nokaanukis Cnewpdikauis Pesynbratn sunpobysatb Np.*
Onuc Tabnetku Ginoro xonbopy, KPYri, fewWo ABoONYKs,  Bignosipae s
BKpuTi NNiBKOBOID 060NI0HKOID, TaBneTkN 3i CKoWeHUMM
KpasiMi ¥a 3 rpasipyBaHHaM 5 3 0Horo Goky.
OaHopiaHicTs 40308aHMX 3Ha4YeHHA NPUAMaNEHOro YMena (AV) crnagae He 4,2 .
OAVHULD — OQHOPIAHICTS Ginbue 15,0
BMICTY podyeacTtaTuHy
laeHTvdikauis posysacratuHy | Yac yTpumyBaHHa niky posyBacraruHy Ha Bignosigae .
-BEPX XpoMarorpami posuuHy 3paska (SaS) mae sianosinat
vacy yTpUMyBaHHs fiky po3yBacTaTuHy Ha
Xpomarorpami posuuHy cranaapry (SS).
InenTudixalis posysacratuHy | Mnama va xpomarorpami PO3uuHY 3paska (Sa8) mac |- *q
- TLWX BignoBiaaTy 3a anaveHHAM Rf Ta konsopom nnamiva
XpoMaTorpami posuuHy craHaapry (SS).
laeHTudikauis TiO, PO34MH Y TUrNi CTae WOBTIM - *q
CynyTHi pomituiku — aomiwka | He Ginbwe 0,8 % <= 0,10 .
TP13
Cyrlyml Aomiwku - gomilwka | He Ginbwe 0,3 % <= 0,10 -
RS
CynyTHi AoMiluku — iHwi He Ginbiue 0,2 % <=0,10 -
QAUHWYHI
CynyTHi pomiuku — saranbHa | He Ginswe 1,0 % <=0,10 -
KiNbKCTL
3anuwKoBi poUMHHIKY — He 6instue 5000 ppm <= 500 .
isonponinosui cnupT
3anuwKoBi PO3UUHHUKA — He 6Ginblue 5000 ppm <= 500 R
aLeToH
Kinwbkichuis BmicT 95,0 % ~ 105,0 % sia 3a3HaueHoT KinbKoCTi 08,8 -
| posyBacTaTuHy
Poauunennn poaysacratuny | Yepes 45 xBUnuH Mae PO3UMHUTACA He meHWwe 76 % |93 -08 =
(Q) Big sasHaNerol XnbKocTi
Mikpo6ionoriuHa yuerora — He Binbwe 10008 1r <10 *2
3aranbHa Kinekictb
MikpoopraHismis - Gaxrepil

Danwi ceprudikar skocTi Mac enekTpoHHWi nigNkG.
CepmdikaT CTBOpEHO BTOMAaTUNHO BANIROBAHOI KOMIT'KOTEPHOIO NPOrpamMoio SAP.
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(T4 KRKA

KPKA a.a., HoBo mecro

CEPTUDIKAT AKOCTI
Dara ppykysanHa ceprudixaty
Cropinxka: 2 /2

Kog Ne: 7D9062

Pokcepa®, Tabnerku, sBxputi nniskosoo o6onoukoto, no 5 Mr Ne 90 (10x9) y 6nicTepax;

Kpaiva-supobHuK: CnoseHis;

1 rabnerka micTuTb 5 Mr posyBacratuny (y BUrnsai kanbujo posyBacraTuHy);

nikapcbka ¢popma: Tabnerku, BKpuTi nniskosoio 060noHKoI0, N0 5 mr

posmip | Tun nakysauHs: no 10 Tabnetok y 6nictepi; no 9 Gnicrepis y KapToHHIi kopobui

Cepis: D94815 Po3mip cepii: 8.979 WUT

[ara supoBxuyrea: 10.2020 [ara 3akiHueHHs TepMiHy npuaaTHocTi: 10.2023
PeecTpaliiive nocsiguenus Ne:

UA - UAM1743/01/01

Hassa i agpeca Bupo6Huka, signosinansHoro 3a BUNYCK cepil. | JTiueHsis Ha BUPOBHUUTEO Ne:

KPKA a.a., Hoso mecto 800-13/2018-6

Ulmap’ewka yecra 6

Hoso mecTo, 8501, CnoBeHnin

Ha3sa nokaaHukis Cneuudikauis PesynbTaTtu Bunpobysaxs Mp.*
MikpoGionoriuxa uucroTa - He Sinbwe 100B 11 <10 *2
3aransHa KinbkicTe

MikpoopraHiamis — gpbkaxi Ta

rpubu

MikpoGionoriuna yucrora - Biacyrvis 1 r Binnosigac 2
Escherichia coll

Mp.* = Npumitka

*1 He pyTuHHUiA MeTOA. BUNpoSyBaHHSA NPOBOAUTLES 1 pa3 Ha pik.
*2 8unpoBysaHHs NPOBOAMTLCA BIANOBIAHO A0 nporpamu (onucana 8 MKSY)

Lum nigreepaxyio, Wo suweHasegeHa iHbopMaLlia € 4OCTOBIPHOIO Ta TOYHOI. Hana cepia npoaykuii 6yna supobnexa
(BknIOYalONM nakyBaHHA/MapKyBaHHs) | npofiwna KOHTpONb AKOCTI Ha BULLEBKa3aHIN AINbHULI B NoBHi BignosigHocTi i3
BuMoramn GMP, BcraHoBNeHUMU MicLeBUM PErynaTopHUM OpraHoM, a TakoX Yy signosigHocti no cneuudikauii
peecTpauiitoi aokymeHTauil, sarsepmkeHol B Ykpaiki ans  gocnimkysaHoro nikapcekoro  3acoBy.  lMpotokonu
BUPOGHULTBA, NaKyBaHHs | KOHTPONS AKOCTi nepesipeHi i signoeigaloTe BuMoram GMP.

Cepis Bunywena y signosigHocTi is gilovoio sepcieio MKS UA/M 1743/01/01.

flara sunycky Ha puHok: OcoGa, sinnosigansHa aa Bunyck 13 wa pukok
15.12.2020 Angpen Cesiua, /nignnc/

( E‘ KRIKA YMPABNIHHS AIKICTIO

KPKA, a.a., Hogo mecro

Kk a LWiMap’

: vecra 6, 8501
tovarna Map’e uika uecra 6,
Novo e :\OVH, d.d,, Cnosetis

W——

[laHuit ceprudikar soeri mae eNEeKTPOHHUMA Nignue.
CeprudikaT CTBOPEHO aBTOMaTHUHO BanifoBaHOI0 KOMIT'IOTEPHOIO Nporpamoio SAP.




CEPTUOPUKAT KAYECTBA

(4 KRKN

KRKA, d.d., Novo mesto

fata : 25.03.2021
Crpannua: 1/3

Kog Ne: 7D9062

KpaiHa-BupobHuk: CnoseHis;

Pokcepa®, TabneTku, BKpUTI nniekoBolo 060N0HKoI0, o 5 Mr Ne 90 (10x9) y Bnictepax;

1 TabneTka MiCTUTL 5 Mr posyBacTaTuHy (y BUrNaAi kanbLjto posyBacTaTUHy);
nikapcbka chopma: TabneTku, BKpUTI NNIBKOBOIO 060N0HKOI0, N0 5 Mr
PO3MIp i TN nakyBaHHs: no 10 TabneTok y 6nicTepi; no 9 BnicTepis y kKapTOHHIM kopobui

Cepus: D94815

Pasmep cepuu: 8.979 LUT

ata supobHuuyrea: 10.2020

[aTa okoH4aHus cpoka rogHocTu: 10.2023

PeructpaumoHHoe yaoctosepenue Ne:
UA - UA/11743/01/01

cepuu:
KPKA a.a., HoBo mecTo
lLimapbewwka uecra 6

Hoso mecTo, 8501, CnoBenus

HassaHwe u afpec npousBoAUTENA OTBETCTBEHHOrO 3a Bbinyck | JlnueHauns Ha npounssoacTeo Ne:

800-13/2018-6

HassaHnue nokasaTtenen

Cneundumkauyms

PeaynbTaThl aHanusos

Onucaxue

OAHOPOAHOCTbL A03UPOBARHBIX €ANHULL - OAHOPOAHOCTL
coaepaHuA posyBacTaTuHa
MpeHtnomkauma posyeacratuHa - BOXKX

MpeHTndmrkauma posysactatuha - TCX

MaeHtudmkauma TiO:

PoacTeeHHbie npumeck - npumecs TP13
PoacTeeHHble npuMeck - Npumeck RSL
PoacTBeHHbIE NPUMECK - ApYTHe MHAVBUAYANbHbIE
PoacTeeHHble NnpuMech - obLuee konusecTso
OctaTouHble pacTBOPMTENM - M30NPONMNOBbLIA CIUPT
OcTaTouHble pacTBOPUTENN - aLIeTOH
KonuuecrseHHoe coaepxanve posysacTtaTuHa
PacTBopenue posyBacTaTuHa

TabneTtku 6enoro LBeTa, Kpyribie, cnerka
ABOAKOBLINYKIIbIE, NOKPLIThIE NNEHOYHOM
0601n04K0#, TaBNEeTkM CO CKOLLIEHHBIMU GOKaMU 1 ¢
rpaBUpOBKOI 5 Ha OAHO CTOpPOHE.

3HaueHue nokazarTens npuemMneMocTy (AV)
cocTasnseT He 6onee 15,0

Bpems yaepxanus nuka posysactaTHa Ha
Xpomarorpamme UcnbiTyemoro pactsopa (SaS)
AOIMKXHO COOTBETCTBOBATL BPEMEHU yAEPXaHUA
nuka posyBacraTuHa Ha Xpomartorpamme
CTaHAapTHOro pacTsopa (SS).

MsTHO Ha XpomaTorpaMMe MCNLITyeMoro pacTsopa
(SaS) aomkHo cooTBETCTBOBATL NO BENUYMHe Rf
W UBETY NATHY Ha XpomaTorpaMMe CTaHAapTHOTO
pactsopa (SS).

PacTBop B TUrnie CTaHOBMTCA XenTbiM

He Gonee 0,8 %

He 6onee 0,3 %

He 6onee 0,2 %

He Gonee 1,0 %

He 6onee 5000 ppm

He 6onee 5000 ppm

95,0% - 105,0% OT 3a8BNEHHOro KonuyecTea
Yepes 45 MUHYT AOMKHO PACTBOPUTLCA HE

MeHee 75 % (Q) oT 3asBNEHHOro Kon.

CoorseTcTByeT

4,2

CootsercTByeT

<=0,10
<=0,10
<=0,10
<=0,10
<= 500
<= 500
98,8

93 -98

*1

*1

RaHHbin cepTudmkaT kauecTBa UMEET 3NEKTPOHRYIO NOANNCE.

CepTudmkaT cospgaH aBToMaTMYECKH BaNUaUPOBAHHOM KOMMbIOTEPHOW Nporpammoit SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

DNara : 25.03.2021
CTtpanuua: 2/3

Koga Ne: 7D9062

Pokcepa®, Tabnetku, BkpuTi nniskoBolo 060NnoHKoto, No 5 Mr Ne 90 (10x9) y GnicTepax;
KpaiHa-snpobHuk: CnoseHis;

1 TabneTka MIiCTUTL 5 Mr po3yBacTaTuHy (y BUrnsai KanbLjiio posyBacTaTuHy);

nikapcbka chopma: TabneTku, BKpUTI NNiBKOBOK 060NOHKOI0, N0 5 Mr

PO3Mip i TUN nakysaHHA: no 10 TabneTok y GnicTepi; no 9 BnicTepis y KAPTOHHiiA Kopobui

Cepus: D94815 Pasmep cepuu: 8.979 WIT
ara supobruyrea: 10.2020 [Jarta okoH4aHus cpoka rogHoctu: 10.2023

PeructpaunonHoe yaoctosepenue Ne:
UA - UA/11743/01/01

HasBsaHue n agpec nponssoauUTens OTBETCTBEHHOrO 3a BbiNyCK | JIuLeH3ns Ha npoussoacTeo Ne:
cepun: 800-13/2018-6

KPKA a.a., HoBo mecto
LWmapbelwuka yecra 6

HoBo mecTo, 8501, CrnioseHus

HassaHue nokasartenei Cneunchukaums PesynbTaThl aHanunsos
Mukpo6uonoruyeckas umctota - ObLiee KONUYECTBO He 6onee 10008 1r <10 *2
MUKPOOpPraHnamos - 6aktepum

Mukpobuonoruueckas unctora - ObLyee KONM4ECTBO He Gonee 100B 1T <10 *2
MUKPOOPraHU3MOB - APOXOKU U rpnBbl

Mukpo6uonoruyeckas unctora - Escherichia coli Otcytcteue s 1 r CooTBeTcTBYET *2

*1 He siBNSETCA PpyTMHHBIM METOAOM. TeCTUPOBaHWE NPOBOANTCA 1 pas B roA.
*2 TeCT NpoBOAMTCS B COOTBETCTBUM C NPOrPAMMOit (onncanHomn B AH)

HacToswmm noaTeepxaato, 4to BbiluenpuseaeHHas MHOPMaLUNA ABNSETCS AOCTOBEPHON U TOMHOW. [laHHas cepus
ApoAykunm Bbina npousseaeHa (BKioMas ynakoBKy/MapkMPOBKY) U npoLuna KOHTPONb KayecTBa Ha BbilleyKasaHHOM
y4acTke B NOMHOM COOTBETCTBUM € TpeboBaHMAMU GMP, yCTaHOBNEHHBIMN MECTHBIM PErYNATOPHbLIM OpraHoM, a Takke
B COOTBETCTBAM CO CneunduKaunen perucTpaLoHHON AOKYMEHTaLMK, YTBEPXAEHHONH B YkpanHe gns uvccnegyemoro
NekapcTBeHHoro cpeactea.  [1poTokosibl NPOM3BOACTBA, YNAKOBKM W KOHTPONS  KadyecTsa cepun npoBepeHbl K
cooTeeTcTBYOT TpeboBaHmaAM GMP.

Cepus BbinyweHa B COOTBETCTBUN C AeACTBYIOLLEH Bepcuen AHL UA/11743/01/01.

DaHHbI cepTudnKkaT ka4ecTBa MEET aNEKTPOHHYIO NOAMNCH.
CepTndumkaT cospaH aBTOMaTU4ECKN BANMANPOBAHHON KOMNbIOTEPHON Nporpammoit SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUPUKAT KAYECTBA

fNarta : 25.03.2021
Crpanuua: 3/3

Kop Ne: 7D9062

Pokcepa®, TabneTkn, BKpUTi NNiBKOBOIO 06010HKOI0, No 5 Mr Ne 90 (10x9) y 6nicTepax;
KpaiHa-BupobHuk: CnoseHis;

1 TabneTka MicTUTb 5 Mr posyBacTaTuHy (y BUrnsai kanbLjto posyBacTaTUuHy);

nikapcbka copma: TabneTku, BKpUTI NNiBKOBOIO 0B6ONOHKOIO, NO 5 Mr

Po3Mip i TUN nakysaHHsA: no 10 TabneTok y GnicTepi; no 9 GnicTepis y KAPTOHHiiA kopobui

Cepusa: D94815 Pasmep cepuu: 8.979 LUT
[Jara Bupo6Huursa: 10.2020 [ata okoH4YaHus cpoka rogHocTu: 10.2023

PeructpaumonHoe ypocTosepenmne Ne:
UA - UA/11743/01/01

HassaHune u aapec nponssoanTens oTBETCTBEHHOrO 3a Bbinyck | JluueHsns Ha npoussoacTeo Ne:
cepuu: 800-13/2018-6

KPKA p.a., HoBo mecto
Limapbewka yecra 6

HoBo mecTo, 8501, CnoseHus

[ata Bbinycka Ha PbIHOK: OTBeTcTBEHHOE NULO 3a BLINYCK JIC Ha pbIHOK
15.12.2020 Angpesn Cennua

£

YMNPABJIEHUE KAUECTBOM
KPKA, a.a., HoBo mecTo
UImapbeluka LecTa 6, 8501
Cnoenus

HaHHbin cepTUdmkaT ka4ecTBa UMeET 3NEKTPOHHYIO NOAMNCS.
Ceptudumkat cospaH aBTOMaTUNECKN BaNMANPOBAHHOM KOMNLIOTEPHOW Nporpammon SAP.
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