(T4 KRKN

KRKA, d.d.. Novo meslo

CEPTUOUKAT KAYECTBA

[ava . 08.10.2020
Crpdunua: 1/2

Kog No:. 7D2267

Amvnpun®, TabneTtkn no 2,5 mr Ne 30;

cTpaHa-npoussoauTens. Crosexns;

1 rabneTka coqepxuT 2,5 Mr pamunpuna;

nexapcTeexHas opma: 7abneTkm,

paamep 1 TMn ynakosku: no 10 Tabnerox B Banctepe, no 3 Gnucrepa B KapTOHHO#H KOpoBke

Pasmeép cepuu: 7.170 LWUT
[ata okoH4aHus cpoka rogHocTy; 08.2023

Cepus No: NK1881
| Nata npoussogcTea: 09.2020

PerncrpaumonHoe ygoctosepenne Ne:
UA - UA/4903/01/02

Haabahue v afpec Npou3BoguTENs OTBETCTBEHHOIC 33 BhiNYCK | JIMUeH3nA Ha NpoU3BOACTBO Ne:
cepun: 800-13/2018-6

KPKA n.a., HoBo mecTo
lUmapsewka yecra 6

Hogo mecTo, 8501, CnoBeHus

Haasanue nokasarteneu Cneyuchukauma PeaynbTaThi aHansos

Orincasime Osanshste, nhackve Ta6NETkM 523 060N0MKM Coaraercrayer
XenToro ypeTa

OAHOPOAHOCTE S0INPOBENHLIX BAHHKLL - OAHOPOAHOCTL 3xavyene NoKasarens NpUEMNerocT (AV) 28

cocrannser He Bonee 15,0

Bpewms yRepRMBAHIR NKKa PaMANNNA Ha Coorvpercrayel
XpOMBTOSpamMIse MCNBITYeMoro pacraopa (Sas)

AONXHO CODTRETCTBONATL BPEMEHH YUEePKUBAHKA

Mi#Ka paMKuNPHNG Ha XPOMATOIPaMMe CIaHNapTIoI

COQEPKanna paMunpuna
WaeHtudukauns parnpnna

pacreopa (SS).
ConyICTRYIOLHE NPUMECH - NPHMECH A He 6onee 0.5 % <=0.05
CaonyTcTyiowse npumecy - npumecs B He Gonee 0.5 % <=0,05
ConyTeTByowme npsech - Nphsecs C He Gonee 0.5 % <01
Conyictayioupe npuueci - npumecs D He bonee 0.5 % 0.2
ConyTcrayiowe npMech - Npumecs E He Gonee 0,5 % <D
ConyTcTRYIOUINE NPHMECH ~ ngneuvu@mnipyeubte nprMecn He Gonee 0,1 % <= 0,05
‘ConytcTayoume npursecy - Obuiee xonUyecTro He Gonee 1.0 % 0,2
KonuuecTaenHoe conepxanue paminpuna BAXX 95 - 105 % OT 33nBNEHHOID KOAKMECTRA: 100
Pactsopenme pamunpuna BOKX He renee 76 % (Q) OF 3aRBNEHHOLO 96-99

KONMHECTRa B TeueHne 20 muHyT
Mukpabuononmeckan sieToTa - Ofiluee KonKHecTBo a3polibx He 6onee 1000 KOE®81 "1
mnxpooprarmnamos (TAMC)
MikpoBronom=eckas uncToTa - Obuiee KOTMYECTBD APOMOKEBRIX ¥ He Gonee 100 KOEB 1 1. 1
nneckeskix rpudos (TYMC)
Mirkpobronoruuecxan uncrora - Escherichia coli oreyteTayers 1r "1

*1 Tecy npoBOAWTCA B COOTRETCTANN nporpamaon (onicannon s AHI)

JiaHhuin capTHKaAT KauecTRa MeeT INEKTPOHHYIO NOAMMCL. ] j
CeprindhvkaT COIAAH aBTOMATHMECKH BANMAKPOBAHHON KOMNLIOTEPROA NPOIPaMIMOR SAP.

;
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(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

[Oara - 08.10.2020
Crpanvua. 2/2

Kop No: 7D2267 o et
Amnpun®, Tabnevkn no 2,5 mr Ne 30;
cTpaHa-npon3esoauTens, CrnoBeHns,
1 TabneTka coaepxvT 2,5 Mr pamnnpuna; i
nekapcTseHHan thopma: TabneTtky;

pasmep v TMn ynakosku: no 10 TaGnevok B 6nvcTepe, no 3 6nuctepa B KapTOHHOW Kopobke

Cepus No: NK1881 Pasvep cepuwm: 7.170 WIT
DaTa npoussoactea: 09.2020 Nara okoH4YaHus cpoka rogHoctn: 09.2023

PericTpaunonHoe yaocTosepenmve Na:
UA - UA/4903/01/02

Ha3saHue 1 aapec NPOMIBOANTENA OTBETCTBEHHOID 3a BLINycK | JluueHsua Ha npon3soacTso Ne:
cepun: 800-13/2018-6

KPKA n.a., Hoso mecto
limapbewxa yecra 6

Hoso mecTvo, 8501, Cnosenus

HacTOsWUM NOATBEPHAAI0, YTO SbieNnpUBEaeHHas nHPOPMauns SBRAGTCA AOCTOBEPHOW u Touroh. [lakas cepus
npoAykuWn Boina npousseaeHa (BKIIOMAA YNAKOBKY/MApKUPOBKY) v npowna KOHTPOJL KA4ECTBa Ha BbILIEYKA3aHHOM
y4acTke B RONHOM COOTBETGTBAU C TpeGoBanusaMu GMP, yCTaHOBNEHHLIMU MECTHLIM  PEMYNATOPHLIM OPraHoM, a TaKkke
B CODTBETCTBUW GO CRELMMKALIMENR PErucTPaUMOHHON AOKYMEHTaUVH, YTBEPXKABHHOW B YKpanHe Ana MCCNenyemoro
nekapcTeesHoro cpeacTsa.  [1pOTOKONbI NPOMSBOACTBA; YNAKOBKA W KOHTPONA  Ka4YeECTsa Cepuy NpoBEpeHb! W
cooTercTRyoT TpeGoBaHusam GMP.

Cepvs BbinylieHa 8 COOTBETCTBUM C AeAcTayloLed Bepcuen AHL UA/4903/01/02.

[laTa BLINYCKa HA PLIHOK: OvBeTCTREHHOR MU 32 Boinyck 1C Ha phinox
01.10.2020 Manga Wenwya
]
YMPABNEHWE KAYECTBOM

KPKA, n.A., Hoso mecro
ilapbeuka yecra 6, 8501
Crosenus

Danmiin copTMKAT XaURCTBA WiaeeT INBKTPOHHYI0 ROANKCD. X
Ceprudinkar co3an aBTOMATHYECKN BANUANPOBARHON KOMNLIOTEPHOR nporparmod SAP,




HAEPXJIIKCITY XBA
AEP)KABHA CJIYKFBA 3 JIIKAPCBKI{_IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH YV KMIBCBKIN OBJIACTI

npocnexr Banepis Jlo6anoscrkoro, 51, M. Kuis, 03110, Ten/akc: (044) 2753030
E-mail: dis ko@dls.gov.ua,https://www.dls.gov.ua, Kox €HPIIOY 37078774

BACHOBOK
Npo AKIiCTH BBE3EHOro B Y KpaiHy JiKapcbLKOro 3acoby

26.10.2020 Ne 54847/20/10

AMITPIJI®
(HalmeHyBaHHs JTiKapcLkoro 3aco6y 3rigHO 3 peecTpauiiinum noceinuennsm)
TabueTku mo 2,5 mr Ne 30 (10x3) y GJticTepax

(dopma BumycKy, 103yBaHHS, BH NaKyBaHHS JiKapceKoro 3acoby)

Howmep peectpauiitnoro noceimaenns UA/4903/01/02 crpox g peectpauilinoro nocsimuenns 04.07.2021
Cepis nmikapcekoro 3aco6y Ne NK1881 Kinekicts BBE3€HOrO NMikKapcskoro 3acoby 2520

Bupo6Huk KPKA, n.1., HoBo Mecto, Ciiosenis
(HaliMeHyBaHHs BUPOGHUKA JTiKAPCHKOTO 3aco0y, KpaiHa OXOKEHH )

Baesero B Vkpainy CninsHe ykpainchko-ecToHChKe nianpueMcrTro y dopmi ToBapucrea

3 o0MexeHOI0 BigmoBigaaLHicTIO "Onrima-®apm, JITI", izenr. kon:
21642228
(HaliMeryBanns Ta ko 3a €[IPTIOY ropunuunoi ocobu abo Tpi3BHUInE, iM's, N0 Gatbkosi disHaHOT

0co6u - mizmpueMus, i Micue NpoxKHBaKHsS Ta peecTpaniiHuil HoMep 06IiKOBOT KapTKy ILIaTHIKA
nonarkis abo cepist Ta HoMep macropTa)

TIpotokon Bisyansnoro koutpomo sig 16.10.2020 Ne 3503/2.

3a pesynbTaTaMm MEPXABHOTO KOHTPOMIO BCTAHOBICHO, IO MKAPCBKMH 3aci6 BBeseHO B Vkpaimy 3
AOTPHMAHHAM BUMOT 3aKOHO/IABCTBA 10O 3a6e3MEUSHHS AKOCT] TiKapChKHX 3aC06iB.

3acTynHUK HaYaIbHUKA BifIiTy
HepxaBHoi cityx6u 3 TiKapchKuX 3aco6iB

r

o .. i Y 3y6apesa H. B.
Ta KOHTpgﬂ:gfe 4 HapikoTukamu y KuiBchkiit yoap
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CEPTUOUKAT KAYECTBA

(T4 KRKM

KRKA, d.d., Novo mesto

[ara: 18.02.2021
Crtpanuua: 1/2

Kog Ne: 7E0382

KpaiHa-BupoBbHuk: CnoeeHisi
1 TabneTka MicTUTL 2,5 Mr paminpuny
nikapcbka copma: TabneTkum no 2,5 mr

Amnpun®, Tabnetkn no 2,5 mr Ne 30 (10x3) B 6nucTepax

PO3MIp i TUN nakyBaHHsA: no 10 TabneTok y 6nicTepi, no 3 BnicTepn y kKapTOHHiIN kopobLi.

Cepusi: NK4248

Pa3smep cepun: 6.474 LUT

[ata BupobHuurea: 12.2020

[laTa okoH4aHusA cpoka rogHocTu: 12.2023

PeructpauvorHoe yaoctosepehve Ne:
UA - UA/4903/01/02

Hassanve n agpec nponssogutens oTBeTCTBEHHOrO 3a BbINyck [ Jlulyensms Ha npoussoacTeo No: i
cepuu: 800-13/2018-6 ‘
KPKA p.a., Hoeo mecto
LWmapbelwka yecrta 6
HoBso mecTo, 8501, CnoBenus
HasBaHue nokaszarenei Cneuundukauus PesynbTaThl ananuzos

Onucanue

OnHOPOAHOCTL 03UPOBAHHBIX EANHNLY - OflHOPOAHOCTL
coaepxaHus pamunpuna
Maentudmkaums pamunpuna - BOXKX

ConyTcTaylowme npumeck - npumecs A
ConyTeTsyiowme npumecy - npumecs B
ConyTcTayiowve npumecy - npumecs C
ConyTcTayowme npumeck - npumecs D
ConyTcTaylowmve npumecy - npuMecs E

ConyTcteyiowme npumeck - Hempentudguumpyemsie npumecn

ConyTctyiowume npumecy - ObLyee KONMYECTBO
KonuuecTseHHoe coaepxaiue pamunpuna
Pactsopenve pamunpuna

Mukpobuonoruyeckas unctoTta - OBLiee KONMUECTBO a3p0obHbIx

MuKpoopranmamos (TAMC)

MukpoGuonorndeckas 4ucToTa - OBLLEE KONMUECTBO APONOKEBBIX 1

nnecHesbIx rpubos (TYMC)
Mukpoburonorudeckas unctota - Escherichia coli

OBanbHsle, nnockue TabneTtkm 6e3 060n0Ykm
XenToro upeTa

3HaueHme nokasaTens NpMeMnemocTy (AV)
cocTaBnseT He 6onee 15,0

Bpems yaepxusaHus nuka pammnpuna Ha
XpomaTorpamme MCrnLITyemMoro pactsopa (SaS)
AOCMKHO COOTBETCTBOBATL BPEMEHN YAEPXKMBAHUA
NWka pamunpuna Ha XxpoMaTorpamMmme CTaH4apTHOMO
pacTteopa (SS).

He 6onee 0,5 %

He 6onee 0,5 %

He 6onee 0,5 %

He 6onee 0,5 %

He 6onee 0,5 %

He Gonee 0,1 %

He 6onee 1,0 %

95 - 105 % OT 3asBNEHHOro KONMYECTBa

He MeHee 75 % (Q) oT 3asiBneHHoro

KonuyecTsa B Te4eHne 20 MUHyT

He Gonee 1000 KOEB 1r

He 6onee 100 KOEB1r

oTCyTCTBYETB 1T

CooTteeTtcTBYyET

3,1

CooTBeTcTBYET

<=0,05
<=0,05
<0,1
0,2

0,2
<=0,05
0,4

101

98 -100

<10 1

<10 *1

CoorseTtcreyet *1

*1 TeCT NPOBOAMTCS B COOTBETCTBIAW C MPOrpaMMOn (onncarHon B AH)

AaHHbI cepTudmKaT kKayecTBa UMEET SNEKTPOHHYI NOANMC.

CepTudmkat co3naH aBTOMaTU4ECKM BaNWANPOBAHHOM KOMNbIOTEPHOM Nporpammoi SAP.

©. Qens 1790 g“f? DLw) Rog, (=




(T4 KRKMA

CEPTU®UKAT KAYECTBA KRICA. d.d.. Novo mesto

HaTa : 18.02.2021
CTtpaHnuua: 2/2

Koa Ne: 7E0382

Amnpun®, Tabnetku no 2,5 mr Ne 30 (10x3) B 6nucTepax

KpaiHa-BupobHuk: CnoseHis

1 Tabnetka MicTuTh 2,5 Mr paminpuny

nikapcbka copma: TabneTku no 2,5 mr

PO3MIp i TUN nakysaHHs: no 10 TabneTok y 6nicTepi, no 3 BnicTepn y kapTOHHIA kopobui.

Cepus: NK4248 Pasmep cepumn: 6.474 LUT
[ata Bupo6HuuTBa: 12.2020 flaTa okoHvaHWs cpoka rogHocTu: 12.2023

PeructpaumorHoe yaocTosepene Ne:
UA - UA/4903/01/02

Hassanune 1 agpec nponssoguTens oTBeTCTBEHHOrO 3a BbInyck | JlnueHansa Ha npoussoacTeo Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecTto
LWmMapbewka uecra 6

Hoso mecTo, 8501, CnoBeHus

HacTosiwmm nogTeepxaato, uTo BhILENpUBEAEHHaS WHOpMauUmna ABNSETCA [OCTOBEPHON M TOYHOMW. HanHan cepus
npoaykuuu Gbina nponssefeHa (BKNovas YNakoBKy/MapKUpOBKy) M NpoLUNa KOHTPOMb KayecTsa Ha BblLUEYKa3aHHOM
y4acTke B NONHOM COOTBETCTBUM C TpeboBaHAMU GMP, ycTaHOBMNEHHBIMU MECTHLIM PErynaTopHbLIM opraHom, a Taike
B COOTBETCTBMM CO CneLuduKaumen pericTpaumoHHO! AoKYMeHTaLmMu, YTBEpXAEHHOW B YKpauHe ANs ucchnegyemoro
€KApCTBEHHOrO cpeAcTsa.  [1poTOKONbI NPOM3BOACTBA, YNAKOBKM W KOHTPONS  KayecTsa CEpUN NpPoBEPEHbl U
COOTBETCTBYIOT TpeboBaHuam GMP,

Cepus BbinyLieHa B COOTBETCTEMN C AencTeyioLlei Bepcuein AHL] UA/4903/01/02.

[aTa Bbinycka Ha pbiHOK: OTBetcTBeHHOE NULO 3a BLINyck JIC Ha PbIHOK
11.01.2021 Maipa Lilennua
v
({Q/M-LO'«
YMNPABNEHUE KAYECTBOM

KPKA, a.a., HoBo MecTo
Lmapbewika uecra 6, 8501
CnoBseHus

[aHHbIh cepTUdnKaT kKa4ecTBa UMEET ANEKTPOHHYIO NOATINCS. . .
CeptudukaT co3naH aBTOMaTUHECKW BaNIMAMPOBAHHOM KOMNLIOTEPHOI NporpaMmoit SAP.,




NEPEKNAL OPUTHANBHOIO CEPTUDIKATY SKOCT!

(T4 KRKA

CEPTU®IKAT AKOCTI

KPKA a.4., Hoso mecto

flara apykysanus ceptugikary

Cropinka: 1/2

Kog Ne: 7E0382

Amnpun®, rabnerku no 2,5 mr Ne 30 (10x3) B 6nucrepax

KpaiHa-Bupo6HuK: CnoseHis
1 Tabnetka micTute 2,5 Mr paminpuny
nikapceka popma: Tabnetku no 2,5 mMr

Po3Mip i TN nakysaHHa: no 10 Tabnerok y 6nicrepi, no 3 6nictepu y kapToHHiit kopo6ui.

Cepis: NK4248

Posmip cepii: 6.474 WUT

[ara supobHuutea: 12.2020

[ara sakiHueHHs Tepminy npupaTHocTi: 12.2023

UA - UA/4903/01/02

PeecrtpauiiiHe nocsiguenHs Ne;:

KPKA a.a., Hoso mecto
Uimap’ewxka yecra 6

Hassa i anpeca Bupo6Huka, BianosigansHoro 3a BUNYCK cepii:

HoBo mecTo, 8501, Cnosesnis

NiyeHsis Ha BupoBHuyTBO Ne:
800-13/2018-8

Ha3sea nokasHukis Creuudikaujia PesynsTaTh sunpobysat Mp.*
Onuc OsarnbHi, Nnocki Tabnetku 683 0GONOHKK KOBTOro Bianosinae -
Konbopy
OAaHopiAHICTL 4030BaHNX 3HaueHHs NpUAManbHOro Yucna (AV) cknagae He 3,1 -
OAMHUUD ~ OAHOPIAHICTL Ginbwe 15,0
BMiCTy paminpvny
laentudikauis paminpuny Yac yrpumysarns niky paminpuny Ha Xpomarorpami Bignosigae
po3uuHy 3paska (SaS) mae signosinati yacy
YTPUMYBaHHA niky paminpuny Ha xpomarorpami
PO34uHy cTaHaapTy (SS)
CynyTHi AoMiwku ~ pomiwka A| He Ginbwe 0,5 % <= 0,05 -
CynyTHi foMiwku - nomituka B | He Binbiue 0.5% <= 0,05 -
CynyThi aoMiim — pomiwka | He Ginbwe 0,5 % <01 -
CynyTHi aomiwkn — gomiwka | He Ginbwe 0,5 % 0.2 -
D
CynyTHi poMiwkm — gomiwka E| He Ginbwe 0,5 % 0.2 -
CynyTHi pomiwku — He 6inbwe 0,1 % <= 0,05 -
HeiaeHTudikoBaHi goMilLiku
CynyTHi nomiwku - 3aranbHa | He Ginbwe 1,0% 0,4 -
KinbKicTb
KinbkicHuit micT paminpuny |95 - 105 % Bif} 3a3HaYEHOT KINLKOCTI 101 -
Po3uuHerHs paminpuny He mexuwe 75 % (Q) sig 3a3HaueHol KinbkocTi npotarom| 98 - 100 -
20 xBunnH
Mikpo6ionoriyna wucrora — He Ginbwe 1000 KYO B 1 ¢ <10 *1
3aranbHa KinbkicTb aepoBHMX
MikpoopraHiamis (TAMC)
MikpoGionoriuHa yucTora - He Ginbwe 100 KYOB 11 <10 *q
3aransHa Kinbkictb
APIKAKOBUX Ta NRICEHEBMNX
rpubis (TYMC)
Mikpo6ionoriuHa uncTora - BincytHis 11 Bianosiaae *1
Escherichia coli

Mp.* = Npumitka

*1 BunpoBysaHHsi NpoBOAMTLCS BIANOBIAHO A0 nporpamu (onucaHa B MK$J)

Hanuit cepTudikar sKOCTi Mae enexTPoHKWA Nignuc,
CepTudikaT CTBOPEHO aBTOMATUYHO Banif0BaHoI0 KOMIT'IOTEPHOIO Nporpamoio SAP.




(P4 KRKN

CEPTUDIKAT AKOCTI KPKA 4.8., Hoso mecto

Dava apykysanus cepTugikaTy
Cropinka: 2 12

Kog Ne: 7E0382

Amnpun®, Tabnerku no 2,5 mr Ne 30 (10x3) B Gnucrepax

KpalHa-Bupo6Huk: CnoBeHin

1 rabnetka micTute 2,5 Mr paminpuny

nikapceka opma: Tabnerku no 2,5mr

Po3Mip i TN nakyBaHHs: no 10 Ta6nerok y 6nictepi, no 3 6nicrepm y kapToHHiii kopobui,

Cepin: NK4248 Posmip cepii: 6.474 WIT
[Hara Bupo6Huurea: 12.2020 [ara 3akiHueHHs TEPMiHY npuparrocTi: 12.2023

Peectpaliitie nocsiguenns Ne:
UA - UA/4903/01/02

Hassa i anpeca Bupo6Huka, signosigansHoro 3a Bunyck cepi: | Jliensis Ha BupoBHUYTEO Ne:
KPKA a.a., HoBo Mecrto 800-13/2018-6

Wmap’ewka yecra 6

HoBo mecro, 8501, CnoBenis

sumoramn GMP, BcTaHoBREHUMY MICUEBUM  DEryNATOPHUM OpraHoM, a TakoX y miAnoBiAHOCT A0 cneuudikayii
PeecTpauiitiol  [oKyMeHTauiT, 3arBepaxeHoi B Ykpaini gns AOCHifKyBaHOro  nikapcbkoro 3acoby.  MpoTokonu
BUPOBHULTRA, NaKyBaHHA | KOHTPONSA AKOCT nepeeipeHi i BignoeinaoTb BuMoram GMP.

Cepin sunywena y signosigHocTi i3 Aitovoio Bepcieio MKS UA/4903/01/02.

Hara sunycky Ha puHok: Ocoba, BignosigansHa 3a Bunyck /13 Ha puHok
11.01.2021 { Maiiga (leniua, /nignuc/
‘ \ 5351& YIPABHHA SIKICTIO
tKA, KPKA, a.4., Hoso mecro
fovarna zdravil, d.d., Wwmap'e mﬁa uecra 6, 8501

o b
Novo masto CnoseHig

Banua ceprudikar skocTi Mag ENEKTPOHHMIA nignuc.
CeprudpikaT cTBOpeHO aBTOMaTHUHO Banigo0BaHo KOMITIOTEPHOI nporpamoio SAP,




JAEPXJIIKCIIYXKBA
AEPKABHA CIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIM OBJIACTI

npocnekT Banepis Jlo6aHocekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK
HpO SIKICTh BBE3€HOr0 B YKpaiHy JikapcbKoro 3acoly

09.03.2021 Ne 8396/21/10

AMITPHJI®

(natiMenyBaHHA Nikapchkoro 3acoGy 3riHO 3 peecTpauiHUM MOCBiT4ECHHSAM)

TabseTkn nmo 2,5 mr Ne 30 (10x3) y 6aicrepax

(dopma Bumycky, 103yBaHHS, BUI NaKyBaHHA HKapCLKOro 3aco6y)

Homep peectpauiiisoro nocsingenns UA/4903/01/02 crpox xii peectpaniittoro nocsimuenns 04.07.2021

Cepis nikapcsxoro 3aco6y Ne NK4248 Kinskicts BBe3eHoro nikapcrkoro 3aco6y 30
BHpPOGHHUK KPKA, n.1., HoBo Mecto, CnoBeHis
(HaliMeHyBaHHs BUPOGHHKA JIKapCHKOTO 3ac00y, KpaiHa NOXOMKEHHS)
Beeseno B VkpaiHy CrninbHe yKpaiHCHK0-€CTOHChKE HiANPHEMCTBO y gopmi ToBapHCcTBa
3 obmesxeHom0 BiamoBigaabHicTIO "OnriMa-®apm, JITH", inenr. xon:
21642228

(natiMenyBanus Ta kox 3a €[IPTIOV 1opuauusoi oco6u a6o mpissHuILe, iM'A, M0 6ATHKOBI dizuanol
ocobu - mignpuemuy, i Micue NIPOXHBAHHA T2 peecrpaulﬁnnn HOMEp 001iKOBOT KapTKH MNaTHUKA
nozaTkiB 6o cepis Ta HOMep macnopra)

IpoTokon BisyansHoro konrposio Bix 26.02.2021 Ne 0517/2.

3a pesyibTaTaMH JEPKAaBHOrO KOHTPONIO BCTAaHOBIEHO, WIO JHKAapChKMil 3aci6 BBe3eHO B VkpaiHy 3
AOTPHMAHHSAM BHMOT 3aKOHONABCTBA OO 3a0€3MeUEH s FKOCTI JIKapCHKHX 3ac06iB.

Bq/ ygﬁugnaqanhmxa Enyx6u

| Onexciii COJIOJIPATA
/ (gbauéma oooﬁa 0p>q1ty‘@p>kanuoro KOHTPOMO) (miamuc) (ininianu Ta npi3Buine)
, * = :f

£t /'Ih,. r” 18 ‘




NEPEKNAAQ OPUTIHATIbHOIO CEPTUDIKATY AKOCT!

CEPTUDIKAT AKOCTI

»

KPKA a.a., HoBo mecTo

fara npyx
Cropinka: 1 /2

Kon Ne: 7E0382

Amnpun®, Tabnerku no 2,5 mr N2 30
KpaiHa-BupobHuk: CnoseHis

1 Tabnertka MicTuTb 2,5 Mr paminpuny
nikapcbka doopma: Tabnerku

po3mMip i Tun nakysaHHa: no 10 TaGrieTok y GnicTepi, no 3 6nicrepu y kapToHHii kopobui

Cepis: NK5803

Posmip cepii: 7.987 WUT

[Jara supobruurea: 01.2021

[aTa 3akiH4eHHSA TepMiHy NpuaaTHoCTI:

01.2024

PeecTpauiviie nocsiguerHs Ne:
UA - UA/4903/01/02

Hasea i agpeca BupobHuka, BiANOBIAANLHOIO 3a BUNYCK cepil:
KPKA a.n., HoBo mecTo

llimap’cwka uecrta 6

HoBo mecTo, 8501, CnioBenin

Tliuensis Ha BMpoBHULTBO Ne:
800-13/2018-6

BMICTY paminpuny

Haasa nokasHukis Cneundikauin Pe3ynbTatu BUNpodysaHs MNp.*
Onuc OsansbHi, nnocki TabneTku 683 060NoHKY XKOBTOrO Bianosigae -
KOfNbopy I
OpnHopigHicT f030BaHUX 3HaueHHA NpUIAManbHOTo Ynena (AV) cknagae He 6,5 i
OAUHULE — OAHOPIAHICTL Binble 15,0 1

Hac yrpumyBanHs niky paminpuny Ha xpomatorpami
PO34UHy 3paska (SaS) mae BiAnosifaTy Yacy
YTPUMYBaHHSA NiKy paminpuny Ha xpomarorpami
posuuHy cTaHaapTy (SS)

laenTugikauis paminpuny

20 xBWAVH

CynyTHi gomiwku — gomiwka A| He 6inblue 0.5 % <= (0,05

CynyTHi JoMiwku — gomiwika Bl He Ginbwe 0.5 % <= (0,05 -
CynyTHi aoMitikv — goMiwka | He Binsie 0.5 % < 0,1 T o
CynyTHi aomiuikm — aomiwka | He 6Ginsiue 0,5 % 0,3 -
CynyTHi gomiwkn —~ aomilka E | He Ginbiue 0,5 % <0.1 -
CynyTHi LOMiLIKU — He 6inblie 0,1 % <= 0,05 o
HeipeHTudikosaHi gomiluku |
CynyTHi pomiwkn — 3aransHa | He Ginbwe 1,0 % 0,3 ) ‘ T
KINbKICTL ;
KinbkicHuit BMicT paminpuny |95 — 105 % sif 3a3HadeHol KinbKoCTi 102 i
PosuunHerHs paminpuny He MeHwe 75 % (Q) Big 3a3HaqveHol KinbkocTi nporsrom| 93 - 96 { |

Mikpobionoriuxa uncrora — He 6inbwe 1000 KYO B 11
3aranbKa KinbKicTe aepoBHux

Mikpoopraxismis (TAMC)

MikpobionoriyHa uncTora - He Ginbwe 100 KYO B 11
3aranbHa KineKicTb
APIKAKOBUX Ta rniceHesux

rpubis (TYMC)

MikpobionoriuHa uncTora -
Escherichia coli

BiacytHie 11

Mp.* = MNpunmitka
*1 BunpoByBanHa NPOBOAUTLCS BIANCBIAHO A0 NPOIPaMK (onmucana B MK#H)

Hanwii cepTudikaT AKOCTI Mae eneKTPOHHWIA NIANKG.
CepTugikar CTBOpPeHO aBTOMATUYHO BasiA0BAHOK KOMITIOTEPHOW NPorpamen SAF,

My 4 r gy E5p Ay LA QS



CEPTUDIKAT SKOCTI SRR Haso cars

[ata apyxysatHs ceprudikary
CropiHka: 2 /2

Kog Ne: 7TE0382

AmMnpun®, Tabnetku no 2,5 mr Ne 30

KpaiHa-BupobHuk: CrioBeHin

1 TabneTka MicTuTb 2,5 Mr paminpuny

nikapcbka hopma: Tabnerku N .
po3mip i Tun nakyBaHHA: no 10 Tabnevok y 6nicrepi, no 3 GnicTepu y KapToHHiN KOpobui
Cepis: NK5803 Posmip cepii: 7.987 WT o
[Hara Bupobruyrea: 01.2021 [laTa sakiHuyeHHs Tepuminy npuaaTHocTi: 01
PeectpauiitHe noceiguerHa Ne:

UA - UA/4903/01/02

Hassa i agpeca BupobHuka, BignosinansHoro 3a sunyck cepii: |JliueHsis Ha BUpoBHuLTBO Ne:
KPKA a.a., Hoso mecTto 800-13/2018-6

Limap’ewka yecta 6

Hoeo MecTo, 8501, Cnosenin

Lium nigreepmxyro, WO BULLEHaBeAeHa iHdopmaLlis € AOCTOBIPHOIO Ta TouHo. [lana cepis npogyKuii Byna Bupobniexa
(BrIKOYAKOUN NaKyBaHHA/MApPKyBaHHA) | NPOMALLNA KOHTPONb AKOCTI Ha BULLEBKa3aHiin AiNbHULI B8 NOBHIR signosigHocT! ia
Bumoramu GMP, BcTaHOBReHUMM MicLEBUM PErynaTopHUM OpraHom, a TakoX Y BignoeigHocTi fo  crneyudikauii
peecTpauiiiHol  AokyMeHTauil, 3aTsepKeHol B YKpaiHi  Ans AOCNipKYBaHOro nikapcekoro  3acoby. MpoTokonu
BMPOGHWULITBA, NaKyBaHHs | KOHTPONS SKOCTI NepesipeHi i BignosiaaioTs sumoram GMP.

Cepis BunyujeHa y BiinoBigHOCTI i3 Ail040I0 Bepcieto MKA UA/4903/01/02.

[laTa BuNycky Ha PUHOK: OcoGa, sianosigansHa 3a Buryck /13 Ha puUHoK
26.02.2021 Matiaa Weniua, /nipnuc/
YOPABITHHS SKICTHO
KPKA, a.4., Horo mecto
map'e wka yecra 6, 8501
Chosenin

1y

Hanni cepTuddikaT SKOCTi Mae €nexTpoHHMIA nianuc.
CepTudikaT CTBOPEHO asTOMaTUYHO BanisoBaHOKw KOMNHOTEPHO NPOrpame SAP.




CEPTUO®PUKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

[ata : 17.06.2021
CTtpanuua: 1/2

Koa Ne: 7E0382

Amnpun®, Tabnetkn no 2,5 mr Ne 30
KpaiHa-Bupobruk: CnoseHis

1 TabneTka MicTuTb 2,5 Mr paminpuny
nikapcbka opma: TabneTtku

po3Mmip i TUn nakyBaHHs: no 10 TabneTok y 6nicTepi, no 3 GnicTepu y kapTOHHIN kopobui

Cepus: NK5803

Paswmep cepuu: 7.987 WUT

[aTta BupobHuyrea: 01.2021

[laTa okoH4aHusi cpoka rogHocTu: 01.2024

PernctpaumoHHoe yaoctoBeperune Ne:
UA - UA/4903/01/02

cepum:
KPKA a.a., HoBo mecto
Llimapbeluka uecta 6

HoBo mecTo, 8501, CnoBeHnus

HassaHnue n afipec npoussoamnTens OTBETCTBEHHOIO 3a BbiNYCK

800-13/2018-6

JueHsua Ha nponssoacTeo Ne:

HasBaHune nokasatenen

Cneuyundumkaums

PesynbTaThl aHanusos

Onwncaxue

OfHOPOAHOCTb A03UPOBAHHbIX €ANHNL - OA4HOPOAHOCTbL
coaepXaHvst pamunpuna
MaenTtudmkaums pamunpuna - BOXX

ConyTcTByOLLME NPUMECH - NPUMECH A

ConyTcTBylOLME NPUMECH - NPUMECH B

ConyTcTByloLme npumecu - npumecs C

ConyTcTByloLIMe NpUMecH - Npumecs D

ConyTcTByIOLIME NPUMECH - NPUMECh E

ConyTcTaylolme npumecy - HengeHtudnumpyemble npumecu
ConyTcTByiowme npumeck - ObLee KoNM4ecTso
KonuyecTBeHHOE coepxaHne pamunpuna

PacTtBopeHune pamunpuna

Mukpobuonornyeckast ynctota - ObLiee KoNMYecTBo aspobHbIX
Mukpooprasuamos (TAMC)

Mukpobuonoruyeckas uncrorta - ObLiee KONMYECTBO APOXOKEBLIX 1
nnecHesbIX rpudos (TYMC)

Mukpobuonoruyeckas uncrota - Escherichia coli

OBanbHble, Nnockue TabneTkn 6e3 060no4kn
enToro LupeTa

3HaueHne nokasaTtens npuemnemoctu (AV)
cocTaBnsieT He bonee 15,0

BpeMmsi yaepxuBaHus nuka pamunpuna Ha
XpomaTtorpamme ucnbiTyemoro pacresopa (SaS)

CooTBeTcTBYET

6,5

CoorseTcTBYeT

AOJDKHO COOTBETCTBOBATbH BPEMEHU YAEPXUBAHUA
nnkKa pamunpuna Ha xpomaTtorpamme CTaHAapTHOro

pacTBopa (SS).

He 6onee 0,5 %

He 6onee 0,5 %

He 6onee 0,5 %

He 6onee 0,5 %

He bonee 0,5 %

He bonee 0,1 %

He 6onee 1,0 %

95 - 105 % OT 3asBNEHHOro KONM4ecTBa
He meHee 75 % (Q) oT 3aaBNeHHOro
KOnn4ecTBa B TedeHue 20 MUHYT

He Bbonee 1000 KOEB 11

He bonee 100 KOEB 1T

OTCYTCTBYET B 171

<=0,05
<=0,05
<01
0,3
<0,1
<=0,05
0,3

102

93 -96

*1

*1

*1

*1 TecT NpOBOAMTCS B COOTBETCTBMAM C NPOrpaMmmon (onnucaHHon 8 AH/)

[laHHbI cepTUdMKaT KayecTBa MMEET NEKTPOHHYIO NOAMNCH.

CepTugukaT cosnaH aBToMaTUYeCkn BannmanpoBaHHON KOMMbIOTEPHOM Nporpammon SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

OaTta : 17.06.2021
CTtpanuua: 2/2

Kop, Ne: 7E0382

Amnpun®, Tabnetkm no 2,5 mr Ne 30

KpaiHa-BupobHuk: CnoseHis

1 TabneTka mMicTuTh 2,5 Mr paminpuny

nikapcbka hopma: TabneTtkn

po3Mmip i TN nakysaHHs: no 10 TabneTok y Gnictepi, no 3 GnicTepu y KapTOHHIK KOpobUi

Cepusa: NK5803 Pasmep cepuu: 7.987 WUT
[ata BupobHuyrea: 01.2021 [laTa okoH4YaHus cpoka rogHoctu: 01.2024

PerucTpaumoHHoe yaoctosepeHne Ne:
UA - UA/4903/01/02

HasBaHue 1 agpec Npou3BOAMTENSI OTBETCTBEHHOIO 3a Bbinyck | JInleHsnsa Ha npoussoAcTso Ne:
cepum: 800-13/2018-6

KPKA a.a., HoBo mecto
Lmapbelika uecra 6

HoBo MecT0, 8501, CnoBeHus

HacToswmm nopTeepaato, UTO BblLLENpUBEeAeHHas MHopMaLns SBNSETCA AOCTOBEPHOW M TOYHOW. [laHHasa cepus
npoadykumn Gbina npousBeAeHa (BKNIOYAs yNnakoBKy/MapKMPOBKY) U MpoLuna KOHTPOJb KayecTBa Ha BbilleykasaHHOM
yyacTke B MOSIHOM COOTBETCTBUM C TpebosaHnamn GMP, yCTaHOBNEHHbIMW MECTHbIM PErynAaTOPHbIM OPraHoM, a Takke
B COOTBETCTBMM CO cneuudukaunein perncTpaLMoHHON JOKyMeHTauun, YTBEPXKAEHHON B YKpanuHe Ans  uccneayemoro
NekapcTBEHHOTO cpeAcTBa.  [1poTokonbl NMPOM3BOACTBA, YNAKOBKW M KOHTPOMA  KayecTBa Cepuu NpoBEPEHbl W
cooTBeTCcTBYHOT TpeboBaHuam GMP.

Cepus BbiNyLleHa B COOTBETCTBUM C AelcTBytoLlen Bepcnen AH UA/4903/01/02.

[aTa Bbinycka Ha pbIHOK: OTBeTCTBEHHOE NULUO 3a Bbinyck JIC Ha pbIHOK
26.02.2021 Manpa WeHuua
J
%%‘W

YNPABNEHWE KAYECTBOM
KPKA, a.a., HoBo mecTo
LlImapbeluka yecta 6, 8501
CnoBeHust

[aHHbIi cepTudukaT Ka4ecTBa UMEeT SNIEKTPOHHYIO NOAMUCH.
CepTudukaT cosgaH aBTOMaTUHECKM BannANPOBaHHON KOMMbIOTEPHON Nporpammon SAP.




JAEPXJNKCITYXBA
AEPXKABHA CJIYIKBA 3 IIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIA OBJIACTI

npocnext Banepis Jlobanoscrkoro, 51, M. Kuie, 03110, Ten/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €EAPTIOY 37078774

BUCHOBOK
IO fAIKICTL BBE3€HOI0 B Y KpaiHy JiKapcbKOro 3acody

12.07.2021 Ne 36896/21/10

AMITPIJI®

(HaliMeHyBaHHsI JIiKapCHKOr'0 3aco0y 3rifHO 3 peeCTPaiiHyM HOCBITYEHEIM)
TabaeTkn mo 2,5 Mr mo 10 Tabaerox y Giicrepi, mo 3 Guicrepu y KapToHHiii Kopodni

(thopma BuITyCKy, 03yBaHHS, BUJ NAKYBAHHS JIIKAPCHKOTO 3ac06y)

Homep peectpaniitaoro nocsimenns UA/4903/01/02 crpox nii peectpaniimoro nocsizaerss 04.07.2021

Cepis nikapcekoro 3aco6y Ne NK5803 Kinskicts BBe3eHOTO Hikapcrkoro 3acoby 120
Brpo6Huk KPKA, n.1., HoBo MecTo, CiioBeris
(maiiMeHyBaHHA BUPOGHHMK JiKapCEKOTo 3ac06y, KpaiHa MOXOMKEHHS)
Bgesero B Vipainy CuinsHe ykpaiHCchK0-eCTOHChKe NiJupHeMcrBo y (opmi ToBapucTBa
3 00MesxeHO0I0 BinmoBiganenicTIo ""OnriMa-®apm, JITA", inent. xon:
21642228

(natiMenyBarms Ta kox 3a €JIPTIOV roprmuaHoi ocoby abo npissume, iM's, o 6aTEKoBi dizraHol
ocobw - mianpremMns, i Micile NPOXMBAHHS Ta peecTpauiiiyii HoMep 06/IiKOBOT KAPTKH IIATHHKA
ToJaTkiB ab0 Cepist Ta HOMEp NacopTa)

Iporoxosx BisyansHoro koutpomo Bix 01.07.2021 Ne 2242/3.

3a pe3ynbraTaMu  HCPXaBHOTO KO OJIX0O BCTAHOBJICHO, IO

AOTPHMAHHAM BrMQ ‘onbdnaticas 0 3a0e3neIeHA K
3 qnvonirory .
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ikapcbkuif 3aci6 BBeseHO B Vkpaimy 3
i nMixapchkuX 3acobis.
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