CEPTU®UKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

fara: 16.12.2020
Ctpanuua: 1/3

Koa Ne: 7A8815

CTpaHa-npoussoauTenb: CnoseHus;
1 TabneTka coaepxuTt gekcameTtasoHa 0,5 mr;
nekapcTBeHHas copMma: TabneTku;

[NEKCAMETA3OH, tabnetku no 0,5 mr Ne 10 (10x1) B 6nuctepax;

paamep v TUn ynakoBku: no 10 TabneTok B 6nuctepe, no 1 6nuctepy B kopobke.

Cepus: J77070

Paswmep cepuu: 34.880 LUT

[ata supobHuyrsa: 12.2020

[laTa okoH4YaHusa cpoka rogHocTu: 12.2023

PeructpaumorHoe ygoctosepeHue Ne:
UA - UA/8538/02/01

cepum:
KPKA p.a., HoBo mecto
lWmapbeuwka yecra 6

Hoso mecTo, 8501, CnoBeHus

HassaHue n agpec npoussoauTensa OTBETCTBEHHOro 3a BbiNycK

Jnuensus Ha npoussoacTso Ne:
800-13/2018-6

HaseaHue nokasarenen

Cneuudurkaums PesynbTtaThl aHanmsos

Onucaxne

OaHOPOAHOCTL A03UPOBAHHBLIX €ANHULI-OQHOPOAHOCTL COAEPXKaHUA
AekcameTa3oHa
NaeHTndmKkaumsa aekcametasoHa - BOXXX

WaenTudukaums gekcametasoHa - TCX

ConyTcTaylowme npumecu - npumecs RRt 1,06
ConyTcTaylowme npumeck - npumecs RRt 1,10
ConyrcTsyloume npumecy - npumecs RRt 1,7
ConyTcTByiowme npumeck - npumecs G
ConyTcTBylowme Npumech - Apyrme eAnHNYHbIE
ConyTcTByiOwWME NPUMECH - CYMMa NpuMmecen
KonnuyectseHHoe coaepxaHue aekcamerasoHa

Kpyrnoie, 6enbie unu nouty 6enbie TabneTkn co

CKOLLIEHHbBIMU KpasiMu.

3HaveHue nokasaTens npuemnemoctu (AV) 3.9

cocraBnsaeT He Gonee 15,0 %

BpeMs yaepxuBaHMA NuKa AeKCameTasoHa Ha

xpoMaTtorpamme UCNbITyeMoro pacrasopa (SaS)

COOTBETCTBYET BPEMEHMN YAEPXKVUBAHUA Nvika

JeKkcameTasoHa. Ha XpomaTtorpamme

CTaHAapTHOro pactsopa (SS).

Wcnbitanne NPOBOAUTCA OAHOBPEMEHHO C
ucnbiTaHveM “"KonuyecTBEHHOE cofepxanue

AeKcameTasoHa".

OCHOBHOE NATHO Ha XPOMAaTOrPaMMe UCTbITYEMOTO

pacTeopa (SaS) A0MKHO COOTBETCTBOBATL

OCHOBHOMY NATHY Ha XpomaTtorpamme

cTaHaapTHoOro pacteopa (SS) no

npubnuanTensHoMy 3HaveHuio Rf u upeTy.

CoO0TBETCTBYET aHANUTAYECKON METOANKE

He 6onee 0,2 %

He Gonee 0,2 % <= 0,10

He Gonee 0,2 % <=0,10

He 6onee 0,3 % 0,1

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

He 6onee 1,0 % 0,1

95,0 - 105,0 % OT 3asaBNEHHOro Konu4yecTBa 98,9

CooteeTcTByeT

CootseTcTBYyeT

CootBeTcTBYET

<=0,10

[laHHbIN cepTMdUKaT KauecTBa UMEET 3NEKTPOHHYIO NOANKCD.

CepTngukaT co3naH aBTOMATUMECKW BANMAMPOBAHHOA KOMMbIOTEPHOW Nporpammoin SAP.

hauworeo Ey 99 2 doto O~




(4 KRKN

KRKA, d.d., Novo mesto

CEPTUPUKAT KAYECTBA

Dara : 16.12.2020
Crtpanuua: 2/3

Koa Ne: 7A8815

JNEKCAMETA3O0H, Tabnetku no 0,5 mr Ne 10 (10x1) B 6nucrepax;
cTpaHa-npoussoguTens: Cnoeexus;

1 TabneTka coaepxut aekcameTtasoHa 0,5 mr;

niekapcTBeHHas opma: TabneTku;

pa3mep 1 Tun ynakosku: no 10 TabneTok B 6nncTepe, no 1 6nuctepy B kopobke.

Cepus: J77070 Paswmep cepum: 34.880 LUT
Oata BupobHuyrtea: 12.2020 [aTta okoH4YaHus cpoka rogHocTu: 12.2023

PerucTpaunoHHoe yaocToeepeHne Ne:
UA - UA/8538/02/01

HassaHue n agpec npon3BoauTens OTBETCTBEHHOTO 3a BbiNyck | JluleHsna Ha nponssoacTeo Ne:
cepum: 800-13/2018-6

KPKA a.a., HoBo mecto '
Wmapbelka yecta 6

Hoso MecTo, 8501, CnoBeHus

HasaHwne nokasartenei Cneundmkaums PesynbTathi aHanu3oe
PacTBopeHue aexcameTasoHa He meHee 80 % (Q) oT 3asBneHHoro 94 -98

KOSIM4EeCTBa B TeUeHue 15 MuH
Mukpobuonoruueckas uicrora - Obiee konuuecTso a3pobHbIx He Gonee 1000 KOEB 1T *1
MukpoopraHuamoe (TAMC)
Mukpo6uonoruueckas unctota - Obujee konuyecTso rpubos n He Gonee 100 KOEB 1T *1
apoxoken (TYMC)
Mukpobuonormueckas uncroTta - Escherichia coli OTCYTCTBME B 1T *1

*1 TecT NPOBOAWUTCA B COOTBETCTBUM C NPOrpaMmMoit (onucaHHon B AH)

HacToswum nogTeepxaalo, YTo BbillenpuBeAeHHas WHGOpMaUmUa ABNAETCA [OCTOBEPHOW U TOYHOW. [laHHaa cepus
npogykuun Bbina nponsBeaeHa (BkNOMas yNnakosKy/MapkupoBKy) W NpoLlna KOHTPONb KavecTBa Ha BbilLeykazaHHOM
y4acTke B NOSIHOM COOTBETCTBUM C TpeboBaHusiMu GMP, yCTaHOBNEHHBIMU MECTHLIM PErYNSTOPHLIM OPraHoM, a Takke
B COOTBETCTBMM CO Cheundmnkaumen perncTpaumoHHon AOKyMEHTaumn, YTBEPKAEHHON B YKpanHe Ana WUccneayemoro
nekapcTeeHHoro cpeactea. [lpoTokonbl MPoOW3BOACTBA, YNAKOBKM W KOHTPONMSA  KayecTBa Cepun MpOBEPEHbl W
CoOTBETCTBYIOT TpeboBaHusM GMP.

Cepus BbinyLLeHa B COOTBETCTBUM C AencTByiowwen sepcnein AH UA/8538/02/01.

[laHHbIA cepTUdUKaT Ka4ecTBa UMEET 3NEKTPOHHYIO NOANUCH.
CepTucukat cosgaH aBTOMaTUHECKM BanuANPOBAHHON KOMMNLIOTEPHOW nporpammoii SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®PUKAT KAYHECTBA

[ata: 16.12.2020
Ctpanwnua: 3/3

Kopg Ne: 7A8815

OEKCAMETA3OH, tabnetku no 0,5 mr Ne 10 (10x1) B 6nucrepax;
cTpaHa-npoussoauTenb: CnoBeHus;

1 TabneTka coaepxuTt gekcameTasoHa 0,5 mr;

nekapcTBeHHas opma: TabneTku;

pasmep v TMn ynakoeku: no 10 Tabnetok B 6nuctepe, no 1 6nuctepy B kopobke.

Cepus: J77070 Pasmep cepun. 34.880 LUT
[ata BupobHuyrsa: 12.2020 Hata okoH4aHus cpoka rogHocTu: 12.2023

PerncrpaunoHHoe yaoctoBepeHue Ne:
UA - UA/8538/02/01

HassaHue v agpec npousBoAUTENs OTBETCTBEHHOIO 3a Bbinyck | JluLeH3ns Ha npoussoacTeo Ne:
cepwuu; 800-13/2018-6

KPKA p.a., HoBo mecto
LLimapbeuuka uecra 6

HoBo mecto, 8501, CnoBeHus

[NaTa Bbinycka Ha PbIHOK: OTBeTcTBeHHOEe NIMLO 3a Bbinyck JIC Ha pbIHOK
14.12.2020 OBa Noxed
YNPABJIEHUE KAYECTBOM
KPKA, a.a., HoBo mecTo

LLimapbeltka uecra 6, 8501
Cnosenus

[aHHbih cepTUdUKaT Ka4eCTBa UMEET INEKTPOHHYIO NOANNUCH.
CepTucmkar cozaaH aBTOMaTU4eCKU BanMAUMPOBAHHON KOMNLIOTEPHOW Nnporpammoi SAP.




JEPXIJIIKCIIY XBA
NEPKABHA CJIYXEBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHiBCBKIN OBJIACTI

npocnekT Banepist JloGaHoBcskoro, 51, M. Kuis, 03110, Test/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Npo fIKiCTh BBE3€HOro B Y KpaiHy JIIKapcbKOro 3acoly

11.01.2021 Ne 72475/21/10

JEKCAMETA3OH

(HaliMeHYBaHHS JTiKapcbKOro 3acoby 3riZlHo 3 peecTpalifHUM MOCBIAYEHHAM)
rabaerkn no 0,5 mr, no 10 rabaerok y oaicrepi; mo 1 6aicrepy B KapTOHHIi KopoOui

(hopMma BHTYCKY, J103yBaHHA, BUA MAKyBaHHs Jikapcbkoro 3acoly)

Homep peecrpauiitioro nocsinyenus UA/8538/02/01 crpok nii peectpauiitnoro nocsinuenns 01.01.2099

Cepis nikapcskoro 3aco6y Ne J77070 KinbkicTb BBe3eHOro Jiikapcbkoro 3acoby 13920
Bupo6HuK KPKA, n.x1., Hoso mecto, CiioBeHist
(HaliMeHyBaHHs BUPOGHHKA JiKapCbKOro 3aco0y, KpaiHa NOXO/LKEHHS)
BaeseHo B YkpaiHy ChninbHe yKpaiHCHK0-eCTOHCHKE NiANPHEMCTBO y Gopmi TOBapHCTBA
3 o0meskenolo sianosinaapHicTio "Ontima-®apm, JITA", inenr. woa:
21642228

(naiiMeHyBanHs Ta koA 3a €JIPTIOY opuanuHoi ocobu abo npissuiie, iM's, no 6aTbkoBi dhizuuHoT
0COGH - mianpuemid, ii Micue fpo>kUBaHHs Ta peecTpauifHuit HoMep 061iKOBOT KAPTKK NNaTHUKA
nofaTkiB abo cepist Ta HOMEP NacnopTa)

IMporokon sisyansHoro kourposio sin 29.12.2020 Ne 4644/36.

3a pesynbTaTamMyu JEpXKABHOTO KOHTPOJIO BCTAHOBJEHO, O Jikapcbkuil 3aci@ BBe3eHo B VikpaiHy 3

AOTPUMAHHSAM BUMOT 33aKOHOaBCTBA U100 3a0e3NeUEHHA AKOCTI JliKapCbKuX 3acobiB.
3
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CEPTUPUKAT KAYECTBA

(T4 KRKA

KRKA, d.d., Novo mesto

[ara : 28.01.2021
Crpanvua: 1/3

Kop, No: 7A8815

cTpaHa-nponssoanTens: CnoBeHus;
1 TabneTka cogepxuT aekcameTasoHa 0,5 mr;
nekapcTeBeHHas opma: TabneTku;

OEKCAMETA3OH, tabnetkun no 0,5 mr Ne 10 (10x1) B 6nuctepax;

pa3mep un Tun ynakosku: no 10 Tabnetok B 6nucrepe, no 1 6nmucrepy B kopobke.

Cepus: J77291

Pasmep cepuun: 41.920 WIT

[ata supobHuyrea: 12.2020

[aTta okoH4YaHma cpoka rogHocTu: 12,2023

PerucrpauvoHHoe yaoctoBepeHue Ne:
UA - UA/8538/02/01

HassaHwe n agpec nponssoauTens OTBETCTBEHHOrO 3a BbINYcK | JIMLEH3MA Ha nponssogcTeo Ne:

cepuu: 800-13/2018-6

KPKA a.A., Hoao MecTo

LWWmapbeluka uecra 6

HoBo mecTo0, 8501, CnoBeHus
HasBaHue nokasatenen Cneundukaymn Pesynbtatbl aHanmaos

Onuncanuve

OAHOPOAHOCTL [403MPOBAHHbIX €ANHNLI-OAHOPOAHOCTL COAEPXaHUA
JfiexcameTasoHa
MpeHTndukaums aekcamerasoHa - BOXKX

MpeHTudukayma pekcametasoHa - TCX

ConyTcrayioLwue npumecy - npumeck RRt 1,06
ConytcTayiowme npumecy - npumecs RRt 1,10
ConyTcTayiowume npumecy - npumecs RRt 1,7
ConyTcTByiowme npumecy - npumech G
ConyTcTayiolme NpUMecH - Apyrve eAnHNYHbIE
ConyTcTayloLye NPUMECH - CyMMa npuMeceit
KonuuectseHHoe coaepxaHue AekcameTasoHa

Kpyrnble, 6enele unu noutn Genble TabneTku co

CKOWEHHBbIMMW Kpasimn.

3HaueHune nokasaTens npmemnemocty (AV) 3,9

coctaBnser He bonee 15,0 %

Bpema ypepkuBanMs nuka AekcaMeTas’oHa Ha

XpomaTorpamme ucnbityemMoro pacrteopa (SaS)

COOTBETCTBYET BPEMEHN YAEPXUBAHUA Nuka

JeKkcaMeTasoHa Ha XxpomaTtorpamme

CTaHAapTHOro pactBopa (SS).

WcnwiTanne NpoOBOAMTCH OAHOBPEMEHHO C
ucneitaHnem "KonuyecTBeHHoe coaepxaHne

AekcameTasoHa".

CooTBeTtcTBYET

CooTBeTCTBYET

OcHoBHOE MATHO Ha XpOMaTorpaMme UCTLITYEMOro
pacTeopa (SaS) oonkHO COOTBETCTBOBATL
OCHOBHOMY NATHY Ha XpoMaTorpaMmme
cTaHaapTHoro pacteopa (SS) no
npubnuantensHoMy aHaueHuio Rf u userty.
CooTBeTCTBYET aHaNMTUMECKOK MeToanke

He 6onee 0,2 %

He 6onee 0,2 % <= 0,10
He 6onee 0,2 % <=0,10
He 6onee 0,3 % 0,1

He 6onee 0,2 % <=0,10
He Gonee 1,0 % 0,1
95,0 - 105,0 % oT 3asBNEHHOro KONMMYecTBa 98,9

CooTBeTCTBYET

<=0,10

[aHHbIN cepTudmkaT Ka4ecTsa UMeeT SNEKTPOHHYIO NOANUCH.
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(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUDOUKAT KAYHECTBA

Dara : 28.01.2021
Crtpannya: 2/3

Kog Ne: 7A8815

OEKCAMETA3OH, tabnetku no 0,5 mr Ne 10 (10x1) B 6nucrepax;
cTpaHa-npoussBoauTens: Cnosexus;

1 TabneTka cogepxut gekcameTasoHa 0,5 mr;

nekapcTBeHHast opma: TabneTku;

pasmep u Tvn ynakosku: no 10 Tabnetok B 6nuctepe, no 1 6amctepy B kopobke.

Cepusi: J77291 Paswmep cepumn: 41.920 WIT

[aTta supobuuyrea: 12.2020 [laTa okoHYaHWA cpoka rogHocTu: 12.2023
PernctpaunoHHoe yanoctosepeHue Ne:

UA - UA/8538/02/01

HassaHnwue n agpec npoussoautens oTBETCTBEHHOrO 3a BbINycK | JIuLeH3na Ha nponssoacTeo Ne:
cepuu: 800-13/2018-6

KPKA Aa.a., HoBo mecTto
LWmapbeluka yecra 6

HoBo mecTo, 8501, CnoBeHus

Ha3ssaHue nokasatenei Cneundumkaumsn PesynbTarthl aHanusos
PacTtBOpeHune aekcamerasoHa He menee 80 % (Q) or 3asBneHHoro 94 -98

Konn4yecTtsa B TeYyeHne 15 muH
Mukpo6uonoruyeckas unctota - O6Llee KONMYeCcTBO a3poBHbIX He 6onee 1000 KOEB 1T *1
Mukpoopraiusmos (TAMC)
Mukpo6uonornieckan unctota - ObLiee KonMyecTso rpubos u He 6onee 100 KOEB 11 *1
Apoxoken (TYMC)
Mukpo6uonornueckas unctoTa - Escherichia coli oTcyTcrBue B 11 *1

*1 TecT NpoBOANTCA B COOTBETCTBUM C NPOrPaMMon (onucaHHon B AH)

HacToswmm noaTeepxaalo, YTo BbilLeNpUBEAEHHAA WHGOPMaLMA SBNAETCS AOCTOBEPHON M TOuHOW. [laHHasi cepust
npoaykuun Gbina nNpousBedeHa (BKOYAA YNakoBKy/MapKMPOBKY) W MPOLLNA KOHTPOSb KAYecTBa Ha BblLLEYKa3aHHOM
y4acTke B NOSTHOM COOTBETCTBUM C TpeGosaHnAMM GMP, yCTaHOBNEHHBIMU MECTHBIM PErynsiTOpHLIM OPraHoOM, a Takke
B COOTBETCTBUW CO CrieLmduKaLmen perncTpaunoHHOM AOKYMEHTaLMK, yTBEPXKAEHHON B YKpauHe Ans Uccrneayemoro
nekapcTBeHHoro cpeactsa.  [poTokonbl MPOM3BOACTBA, YNAKOBKM M KOHTPONS  KayecTBa CEpuM NpOBEPeHbl W
COOTBETCTBYIOT TpeboBaHuam GMP.

Cepus BbinyuieHa B COOTBETCTBUM C AencTBylowwen Bepeunein AHL UA/8538/02/01.

HaHHbI cepTudMKaT kayecTBa UMEET INEKTPOHHYIO NOANNCSH.
CepTudmkat cosnan aBToMaTMHECKV BanMaMPOBaHHON KOMNBIOTEPHON Nporpammon SAP.




(T4 KRKA

KRKA, d.d., Novo mesto

CEPTUDOUKAT KAYHECTBA

[ara : 28.01.2021
Crpannua: 3/3

Kop Neo: 7A8815

OEKCAMETAS3OH, tabnetku no 0,5 mr Ne 10 (10x1) B 6nucTepakx;
cTpaHa-npoussoauTens: CrnoseHus;

1 TabneTka cogepxuTt gekcameTasoHa 0,5 mr;

nekapcTBeHHas dopma: TabneTku;

pasmep u TMn ynakosku: no 10 TabneTok B 6nnctepe, no 1 6nmuctepy B kopobke.

Cepus: J77291 Pasmep cepuu: 41.920 WIT

[ata sBupobuuurea: 12.2020 [ata okoH4YaHus cpoka rogHocTu: 12.2023
PeructpaumoHHoe yaoctoBepeHue Ne:

UA - UA/8538/02/01

HassaHue v aapec nponasoauTens oTBETCTBEHHOTO 3a BbINycK | JluLeH3uns Ha nponssoacTeo Ne:
cepun: 800-13/2018-6

KPKA a.a., HoBo mecTto
lWmapbeluka yecta 6

HoBo mecTo, 8501, CnoBeHus

[Oata Bbinycka Ha pbIHOK: OTtBercTBEHHOE NULO 32 BbINYCK JIC Ha pbiHOK
28.01.2021 Oea VNoxed
W
YNPABNEHWE KAYECTBOM
KPKA, a.a., HoBo mecto

Limapbeluka wecta 6, 8501
CnoBenus

[aHHbI cepTUdUKaT kauecTBA UMEET SNEKTPOHHYIO NOANUCH.
CepTudpmkar cosnaH aBTOMaTM4ECKVN BaNWAMPOBaHHON KOMMbIOTEPHON Nporpammon SAP.




HAEPXKJIIKCITYXXBA
AEPXKABHA CJIY)KBA 3 JIIKAPCLKI./!X 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHiBCBhKIi OBJIACTI

npocnekt Banepis Jlo6aroscekoro, 51, m. Kuis, 031 10, Ten/cpakc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov ua. Kon €IPTIOY 37078774

BUCHOBOK
Hpo SKiCTH BBE3€HOI0 B Yxpainy nikapcekoro 3aco0y

16.02.2021 Ne 4984/21/10

AEKCAMETA30H

(HaliMenyBanHs Tikapchkoro 3aco0y 3rinHo 3 peecTpanifinum TIOCBiTYECHHAM)
TabaerkH no 0,5 mr, no 10 Ta6aerox Y Oaticrepi; no 1 6aicrepy B KapToHHii kopo6ui

(¢opma Bumycky, nosyBauus, sux TaKyBaHHs JiKAPCEKOro 3aco6y)

Howmep peectpaniittoro nocaimaenns UA/8538/02/01 CTPOK Aii peectpauiiinoro noceimuenns 01.01.2099

Cepis ikapcskoro 3acoGy Ne J77291 Kinpkicts BBe3enoro nikapcrkoro saco6y 2080
Bupo6Huk KPKA, 1.1, Hoo Mecto, CnioBenis
(HaliMeHyBaHHa BUpOGHUKA MKAPCEKOro 3acoby, KpaiHa MOXOIKEHHS1)
BreseHo B Vipainy Cninbne ykpaincbko-ecToHChKe nianpuemMcrBo y dopmi TOBapHCTBa
3 00MexkeHOI0 BiInoBizanbRicTIO "Onrima-®apm, JITT", ixent. kon:
21642228

(nafiMenyBauns Ta kox 3a CIPIIOY IOpUAMYHOT 0c06H 260 npiseume, iM's, Mo 6aTbROB] (isnunoi
0co6u - mianpuemus, ii Micie npoxuBanHS Ta peecTpauiiinuit Homep 06IiKOBOI KaPTKH MIATHHKE
nozarkis abo cepis ta HoMep rnacropra)

IpoTokon BisyansHoero kontposo pix 09.02.2021 N 0309/23.

3a pesymbTaTaMu JepxaBHOro KOHTPOMIO  BCTAaHOBJICHO, MO JIKApCEKMM 3aci6 BBeseHo B Vkpainy 3

AOTPHMAHHAM BUMOT 3aKOHOABCTRA MO0 3a6e3MeYeHAs KOCTi TIKapCHKUX 3aCOBIB.
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