(T4 KRKA

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

fara: 12.11.2020
Crpanuua: 1/3

Koa No: 7D4950

AMIMPUN® HD, tabneTku no 5 mr/25 mr Ne 30 (10x3) B 6nucrepax;
CTpaHa-npoussoauTenb: Cnosexuns;

1 TabneTka coaepXuT 5 Mr pamunpuna v 25 Mr ruapoxnopTvasuaa;

nekapcTBeHHas popma: TabneTku no 5 mr/25 mr;

pasmep n TMn ynakosku: no 10 TabneTok B 6nucTepe, no 3 6nuctepa B KAPTOHHOM Kopobke

Cepus No: NJ9712 Pasmep cepuun: 3.502 LUT

[Hata npoussogcrtea: 06.2020 [laTa okoH4YaHus cpoka rogHocTh: 06.2022

PeructpaumnoHnHoe ygoctosepenue Ne:
UA - UA/4903/02/01

Hassanue v agpec nponssoanTens OTBETCTBEHHOIO 3a Bbinyck | JIMLeHana Ha npoussoacTBo Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecTto
Wmapbewka yecta 6

HoBo mecTo, 8501, CnoseHnus

HassaHue nokasaTenein Cneundukaumns PesynbraThl aHanusos

Onucaxue Mnockue Tabnetkn 6e3 o6onoyku, B popme
kancyn, 6enoro unu noytu Genoro UseTa, ¢
HaceuyKkon Ha OAHON CTOPOHE MU METKOM "25"-Ha
ZApyron CTopoHe.

WaeHtndmrkauns pamunpuna BOXX BPEMA yepXnBaHua Nuka pamunpuna Ha
XpOMaTorpaMme 1cnbITyeMoro pacteopa (Sas)
AOMKHO COOTBETCTBOBATL BPEMEHU YAepXXnBaHunsa
nuka paMunpuna Ha XxpomaTorpamme CTaHaapTHOro
pacteopa (SS).

Naentndmnkaums mapoxnopotnasmaa BAOXKX Bpems yaepxuBaHua nuka rMapoxnopoTmasnaa Ha
XpomaTorpamMmMe McnbITyemoro pacrsopa (Sas)
AOIMKHO COOTBETCTBOBATL BPEMEHMN YAESPKUBAHUA
nuKa ruapoxnopoThasnaa Ha xpomarorpamme
CTaHpapTHOro pacTtsopa (SS).

ConyTcTByiowme npUMecy pammnpuna - npumecsh A He 6onee 0,5 %
ConyTcTsylowwme npuMecy pamMunpuna - npumecs B He Bonee 0,5 %
ConyTcrsylowue npumecy pamunpuna - npumech C He 6onee 0,5 %
ConyTcTByOLWME NPUMECH paMunpuna - npumecs D He 6onee 0,5 %
ConyTcTBylowme npuMecy pamunpuna - npumecs E He Gonee 0,5 %
ConyTcTByIOLME NPUMECK PAMUNPUNA - e4UHNYHARA He Gonee 0,2 %
HEMAEHTU(NLMPOBAHHANA NPUMECH

ConyTcTsyowwme npumecn pamunpuna - Obiyee KonuyecTso He Gonee 1,5 %
ConyTcTBylowWwme NpUMeCH rapoxnopoTmasnaa - He 6onee 0,5 %
4-amuH-6-xnop-1.3-6eHzonaucynsgoHammua

ConyTcTByloLME NPUMECK TMAPOXNOPTHA3NAA - EAUMHNYHAA He Gonee 0,2 %

HENAEHTU(ULIMPOBAHHAs NPUMECH
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[OaHHbi cepTUdUKaT Ka4yecTBa UMeeT ANEKTPOHHYI0 NOANUCH.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

fNata: 12.11.2020
Crpanuua: 2/3

Kog No: 7D4950

AMIMNPUN® HD, Tabnetkn no 5 mr/25 mr Ne 30 (10x3) B 6nuctepax;
cTpaHa-npoussoguTens: CroBeHus;

1 Tabnetka cogepxut 5 Mr pamunpuna v 25 Mr rngpoxnopTuasuaa;

nekapcTeeHHas copma: TabneTkn no 5 mr/25 mr;

pasmep 1 Tun ynakosku: no 10 Tabnetok B 6nuctepe, no 3 6nuctepa B KapTOHHOMW kopobke

Cepus No: NJ9712 Pasmep cepuun: 3.502 LWIT
[arta npounssoacrtea: 06.2020 [laTa okoH4aHua cpoka rogHocTh: 06.2022

PeructpaumonHoe yaoctoBepenue Ne:
UA - UA/4903/02/01

HassaHue 1 agpec nponssoguTens OTBETCTBEHHOTO 3a Bbinyck | JIuLeHaus Ha npoussoacTBO Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecto
LLimapbelwka wecra 6

HoBo mecro, 8501, CnoBeHuns

HasBanue nokasatenei Cneundumkaums PesynbTaTbl aHannsos
ConyTtcTsyloLmne npuMecn ruapoxnoptvasmaa - obuee He 6onee 0,5 % <01
KOMMYECTBO HEMAEHTUDMLIMPOBAHHBIX NPUMecen
ConyTcTByolumMe NpUMECKH rmapoxnopTasnaa - obiuee He Gonee 1,0 % <01
KONUYECTBO NpuMecen
ConyTeTsylolwme NpUMECH pamunpuna u ruapoxnopTnasmaa - He 6onee 2,0 % 0,2
obLlee KONUYECTBO NpUMECe
OnHOPOAHOCTL A03NPOBAHHBLIX EAWHWL - OAHOPOAHOCTD 3HaueHve nokasaTens npueMnemocTtu (AV) 2,0
CoAepxaHua pamunpuna cocraenseT He 6onee 15,0
OAHOPOAHOCTb A03UPOBAHHBLIX EAUHUL, - OAHOPOAHOCTH 3HaueHne nokasatens NpUeMNeEMocTu (AV) 2,5
cofepXanna ruapoxnopoTnasnaa cocrasnseT He 6onee 15,0
KonudyectseHHoe coaepaHve pamunpuna 95 - 105 % OT 3a8BNEHHOTO KONUYECTBA 100
KonuuecTseHHoe coaepaHue rMapoxniopoTmasmaa 95 - 105 % OT 3aABNEHHOIO KONUYECTBa 99
Pactsopenve pamunpuna He meHee 75 % (Q) oT 3asBneHHoro 96 -98
Konu4yecTsa B TedeHne 30 MuHyT
PacTtBopenune ruapoxnoptnasuaa He meHee 65 % (Q) oT 3asiBneHHoro 93-99
KonMyecTsa B TedeHue 30 MUHYT
Mukpoburonornyeckas uncroTa - OGtuee KONMYecTso He Gonee 1000 B 11 *1
a3pobHbix bakTepun
Mukpo6uonoruueckas umcToTa - obLlee KonU4ecTso rpuos n He Gonee 100 B 1r *1
ApOxoKen
Mukpo6uonoruyeckas unctora - Escherichia coli oTcyTcTByeTB 11 *1

*1 TecT NpOBOAMTCA B COOTBETCTBMM C NPOrpamMmmon (onucaHHon 8 AHL)

HacToswmum noateepxaalo, YTo BblluenpuBEAEHHAs MHGMOPMaLWUA SABNAETCS AOCTOBEPHON M TouHoi. [laHHas cepus
npoaykuuu 6bina npousseaeHa (BKIOYAs ynakoBKy/MapKMpOBKY) M npoluna KOHTPONb kayecTea Ha BbilLeYKasaHHOM
yyacTke B MOSIHOM COOTBETCTBMM C TpeboBaHUAMU GMP, yCTaHOBNEHHBIMU MECTHBIM PEryNATOPHbIM OPraHoM, a Takke

[aHHbIA cepTUdMKaT KauecTea UMeeT 3NEKTPOHHYIO NOANWCH.
CepTudukar cospaH aBTOMaTUHECKN BaNMAUPOBAHHON KOMMbIOTEPHOI NporpamMmon SAP.,




(T4 KRKN

CEPTU®UKAT KAYECTBA RRKA, &, Nova masko

fata: 12.11.2020
Crpanuua: 3/3

Kopg No: 7D4950

AMIMPUN® HD, Tabnetku no 5 mr/25 mr Ne 30 (10x3) B 6nucTepax;
cTpaHa-npoussoauTens: CnoseHus;

1 TabneTka coaepxuT 5 Mr pamunpuna u 25 Mr ruapoxnopTnasmnaa;

nekapcTeeHHasn opma: TabneTtku no 5 mr/25 wmr;

pa3mMep v TMn ynakosku: no 10 Tabnetok B 6nuctepe, no 3 6nuctepa B KapTOHHOK kopobke

Cepus No: NJ9712 Pasmep cepuun: 3.502 WIT
[Hata nponssoacTtea: 06.2020 [ata okoHYaHus cpoka rogHocT: 06.2022

PeructpaumoHHoe yaocToeepeHmne Ne:
UA - UA/4903/02/01

HassaHue n agpec nponssoauTens OTBETCTBEHHOIO 3a Bbinyck | JluleH3na Ha npoussoacTeo Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo Mmecto
LUmapbewka uecra 6

HoBo mecTto, 8501, CnoBenust

B COOTBETCTBUM CO CMEUNCMKaLnen perucTpaunoHHON AOKYMEHTaLWKN, yTBEpXAEHHON B YKpanHe ANA uccreayemoro
nekapcTBeHHoro cpeactsa. [lpoTokonbl NpoW3BOACTBA, YNAKOBKM W KOHTPONSA  KayecTBa Cepuu npoBepeHbl W
cooTeeTCTBYIOT Tpebosanussm GMP.

Cepwus BbinyLleHa B COOTBETCTBUM C AeincTBylowein Bepcuein AHO UA/4903/02/01.

[laTa Bbinycka Ha pbIHOK: OTBeTCTBeHHOE NULO 3a Bbinyck JIC Ha pbIHOK
17.07.2020 Mapuua Bpuap

fiﬁs

YNPABNEHUE KAYECTBOM
KPKA, a.a., HoBo mecto
LLiImapbeiuka uecrta 6, 8501
CnoBeHunA

[aHHbI cepTUhuKaT KauecTBa UMEET ANEKTPOHHYIO NOAMNCH.
CepTudukaT co3faH aBTOMaTUYECKU BanuaMpoBaHHOR KOMNbIOTEPHON Nporpammon SAP.




AEPXJIIKCIIYXXBA
AEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBKIM OBJIACTI

npocniekt Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
Npo sIKiCTh BBE3eHOro B YKpaiHy JikapchbKoro 3acoby

23.11.2020 Ne 62626/20/10

AMIIPUJI® HD

(HaliMenyBaHHs NikapchKOTo 3aco6y 3TiHO 3 peecTpauifHUM MOCBiT4EHHSM)
Ta01eTKH 1o 5 Mr/25 mr, no 10 Taéaerok y Gaicrepi, mo 3 OJicTepn y kopoOui

(opma Bunycky, 103yBaHHA, BUL NaKyBaHHS JiKapChKOro 3aco0y)

Homep peectpauiiinoro nocsimuenns UA/4903/02/01 crpox xii peectpauiiinoro noceizzenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne NJ9712 KinbkicTe BBe3eHOro Jikapcekoro 3acoby 60
Bupo6uuk KPKA, n.1., HoBo Mecto, CnoBenis
(Halimenypanns BHpOGHHMKa Jikapcekoro 3acoby, Kpaina NOXO/IKCHHA)
Bae3seHo B VkpaiHy Crisbae ykpaincbKo-ecToHChKe NANPHEMCTBO y dopmi TOBapHCTBA
3 00MeKEHOI0 BiANOBIIAJBLHICTIO "Ontima-®apm, JIT/", inenr. xox:
21642228

(wafimeryBanus Ta kox 3a €JIPIIOY 1opuaudHoi 0co6u abo npissuiue, iM's, N0 GATHKOBI tisuunoi
ocobu - nianpuemils, if Micue NpoXUBaHHS Ta peecTpanilinmii HoMep 061iKOBOT KAPTKH MIaTHHKA
nozatkis abo cepis Ta HOMep macnopra)

IpoTokoa BisyanbHoroe kourposmo i 17.11.2020 Ne 3985/5.

3a pesymbTaTaMi JNEPXKABHOTO KOHTPONIO BCTAHOBJIEHO, INO JKAapChKHMil 3aci6 BBE3eHO B Vkpainy 3
AOTPHMAHHSIM BUMOT 3aKOHOJABCTBA OO 3a0e3MeYeHHs AKOCT] JIKapChKHX 3ac06iB.
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NEPEKNAL OPUMHAINBHOIO CEPTUDIKATY AKOCTI

CEPTUODIKAT AKOCTI

(L4 KRKA

KPKA a.a., Hoso mecro

[ara apykysaHHsa cepTudikary
Cropinka: 1/3

Kop Ne: 7TE0385

Amnpun® HD, TabneTtku no 5 mr/25 mr Ne 30
KpaiHa-Bupo6Huk: CnoBeHin
1 TabneTka MicTuTL 5 Mr paminpuny Ta 25 mr rigpoxsnopriasuay

nikapceka ropma: Tabnerku
po3mip i Tun nakysaHHA: no 10 Tabnerok y Gnicrepi, no 3 6nicrepyu y KapToHHiN Kopobui

Cepis: NK5079

Poswmip cepil: 2.842 LUT

Hara supobruurea: 01.2021

[ara 3akiHyeHHs TepmiHy npuaarHocTi: 01.2023

UA - UA/4903/02/01

PeecTpaliitHe nocsigueHHs Ne:

KPKA p.a., HoBo mecro
Limap’ewuka yecra 6

Hasea i agpeca Bupo6Huka, BignoBiAansHOro 3a BUNYCK cepii:

HoBo mecTo, 8501, CnoBeHia

JliueHsis Ha BupoBrULTEO Ne:
800-13/2018-6

Hassa nokasHukip

Creumdikauin

Pesynbrartu BunpobyBaHb

Mp.”

rigpoxnopriasuay — OAMHUYHA

HeifieHTudikoBaHa AoMiluka

Onuc Mnocki TabneTkn Ges obonoHky, y dopmi kancyn, Bianosigae -
Ginoro abo Maibke Ginoro KONbLOPY, 3 PUCKOIO 3 OAHOTO
BoKy Ta no3Haykow “25” 3 iHworo Goky
laexTudikauis paminpuny Yac yrpumysaHHs niky paminpuny Ha xpomarorpami Bignoeinae -
BEPX posunHy 3paska (SaS) mae signosigatu yacy
YTpUMyBaHHS niky paminpuny Ha XpoMmaTorpami
PO3UMHY CTaHAapTy (SS)
lpeHTudikauis Yac yTpumyBaHHA niky riApoxnopoTiasuay Ha Bianosigae -
riapoxnopotiasuay BEPX XpomaTtorpami po3uuHy 3paska (SaS) mae Bignosigatu
yacy yTpumysaHHs niky rigpoxriopotiasusy Ha
Xpomartorpami posuuHy CTaHaapry (SS)
CynyTHi gomiwku paminpuny —| He 6Ginsuwe 0,5 % <0,1 -
Zomiluka A
Cynythi aomituku paminpuny —| He Ginbiwe 0,5 % <01 -
fAomiluka B
CynyTHi gomiwku paminpuny —| He 6inbiue 0,5 % <0,1 -
fomituka C
CynyTHi Aomiluku paminpuny —| He Ginbwe 0,5 % 0,2 -
nowiwka D
CynyTHi Aomitku paminpuny - | He Ginbwe 0,5 % <01 o
LoMmilka E
CynyTHi gomituku paminpuny —| He Ginbwe 0,2 % <01 .
QAMHUYHA HeigeHTudikoBaHa
JOMiLLKa
CynyTHi goMiLLku paminpuny —| He Ginbwe 1,5 % 0.2 .
3aranpHa KinbKicrs
CynyTHI AOMILLIKW He Ginbiwe 0,5 % <0,1 -
rigpoxnopotiasuay —
4-amin-6-xnop-1.3-
6eHszongncynboHamig
CynyTHi 4oMmiLLKu He Ginbie 0.2 % <0,1 -

Hanui cepTudikar akoCTi Mae enexTpoHHMiA NiANKG.
Ceprudpikar CTBOPEHO aBTOMaTUYHO BaNnigoBaHO KOMM'IOTEPHOK Nporpamoto SAP.
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CEPTU®DIKAT AKOCTI

(L4 KRKA

KPKA a.4., HoBo mecto

Hara apykysaHHs ceptucdikary
Cropinka: 2 /3

Koa Ne: 7E0385

Amnpun® HD, Tabnetku no 5 mr/25 mr Ne 30
KpaiHa-BUpoOHUK: CnoBeHis
1 Tabnetka mictutb 5 Mr paminpuny Ta 25 mr rigpoxnopriasunay

nikapcbka hopma: TabneTku ) 5 ]
po3wmip i Tun nakysauHa: no 10 Tabnerok y 6nicrepi, no 3 6nicrepu y KapToHHi# Kopobui

Cepis: NK5079 Posmip cepii: 2.842 WIT

Hara supobHuurea: 01.2021 Jara 3akiHueHHs TepMiHy npugaTHocTi: 01.2023

PeecTpauiitHe nocBiguyeHHs Ne;
UA - UA/4903/02/01

Hasga i agpeca supobHuka, signoeigansHoro 3a sunyck cepii; | JlideHsist Ha BupoGHuLTEO Ne:
KPKA n.a., HoBo mecTo 800-13/2018-6

LWmap’ewka yecra 6

HoBo MecTo, 8501, CnoBeHis

Hassa nokasHukis Cneumdikavis PesynbTaty BunpobysaHs Mp.*

CynyTHi 40MiLLKA He Ginbiue 0,5 % <01 -

rigpoxnopriasuay — saransHa

KinbKicTb HeigeHTUikoBarMUX

A OMILLOK

CynyTHi goMiluku He 6inbwe 1,0 % <0,1 “

rigpoxnopTiasngy ~ saranbHa

KinbKICTb AOMILLIOK

CynyTri gomiliv paminpuny | He Ginslwe 2,0 % 0.2 -

Ta rigpoxnopriasugy —

sararnbHa KinbKicTs gOMILLIOK

OaHOpIAHICTL A030BAHUX 3HaueHHA NpuitmanbHoro wucna (AV) cknagae He 2,7 -

ORUHULIL — OAHOPIAHICTL Ginbwe 15,0

BMICTY paminpuny

OaHopigHicTL A0308aHUX 3HaueHHs npuiiMansHoro uucna (AV) cknagac He 2,8 -

OAUHMULL — OAHOPIAHICTD Gintwe 15,0

BMICTY riApoXrnopoTiasuay

Kinbkicui BMicT paminpuny | 95,0 % — 105,0 % ig 3a3Ha4eHOY KinskocTl 101,6 «

KinbKicHui# smicT 95,0 % — 105,0 % Bia 3a3Ha4eHOY KinbKoCTi 102,1 -

rinpoxnoporiasuay

Po34uHeHHs paminpuny He meHwe Hix 75 % (Q) Big 3a3HaueHol KinbkocTi 94 -97 .
npotsirom 30 XBunvH

PosunHeHHs He metwe Hix 65 % (Q) Big 3a3HaveHal kinbkocTi 100 - 103 =

riapoxnopoTtiasuay npotsirom 30 XBunuK

MikpoGionoriuna yucrota~ | He Ginbiue 100081 <10 *1

BaranbHa KinbkicTb aepobHuX

Gakrepii

MikpoGiornioriuHa uucrora - He 6inbwe 10081 <10 *4

3araneHa kinekicTs rpubis Ta

ApxaKis

MikpobionoriuHa uucrora - BincyrHis1r Bignosigae "

Escherichia coli

Mp.* = MNpumitka

*1 8uNpoByBaHHs NPOBOAUTLCS BIANOBIAHOC A0 Nporpamu (onucaxa B MKA)

[anuit ceprudikar AKocTi Mae enexTPOHHWA Nignuc.
Ceprudikar CTBOPEHO aBTOMETUNHO BaNioBaHOK0 KOMN'IOTEPHOK Nporpamoio SAP,




(T4 KRKN

KPKA a.8., HoBo mecto

CEPTUDIKAT AKOCTI

[ara ApykyBaHHsA cepTudikaty
Cropinka: 3/3

Kop Ne: 7E0385

Amnpun® HD, Tabnetku no 5 mr/25 mr Ne 30
KpaiHa-supo6Huk: CnoseHia
1 Tabnevka MicTutb 5§ Mr paminpuny Ta 25 Mr rinpoxnopriasuay

nikapcbka ¢popma: TabneTku
po3Mip i TuN nakyBaHHs: no 10 TabneTok y 6nicrepi, no 3 Gnictepyn y KAPTOHHIK KopoOUi

Cepis: NK5079 Poswmip cepii: 2.842 WUT

[Hara enpo6ruursa: 01.2021 [ara sakiHueHHs TepMiHy npuaaTtHocTi: 01.2023
PeecTpauiitie nocsigyeHHs Ne:

UA - UA/4903/02/01

HasBa i agpeca supobHuKa, BignosigansHoro sa sunyck cepii: | JliueHsia Ha BupoBbHuLTeo Ne:
KPKA a.a., Hoso mecto 800-13/2018-6

Limap’ewka yecrta 6

Hoso mecro, 8501, CnoBeHin

Lium nigreepaxyio, Wo suuieHaseneHa iHgopmallis € [oCTOBIpHOIO Ta TouHow. [laHa cepis npoaykLii 6yna supobnena
(BKIIOYAIONKM NaKyBaHHA/MAPKYBaHHA) i NPoiLUNa KOHTPOMb AKOCTI HA BULLEBKasaHii AinbHWL B NOBHIW BignoBigHoCT i3
Bumoramy GMP, BCTaHOBNEHUMYV MICUEBMM perynaTopHUM OpraHoM, a TakoX Y signoeigHocTi Ao cneyudikaii
peecTpaliitiol  AokyMmeHTauii, 3ateepfkeHoi B YkpaiHi ana pocnigkysaHoro nikapcbkoro — 3acofy.  [potokonu
BUPOBHULTBA, NakyBaHHS | KOHTpoNs AKocTi nepesipeHi i BignorigaloTs Bumoram GMP.

Cepis BunyLleHa y BignoBigHocTi i3 gilouocio Bepcicio MKA UA/4903/02/01.

[Hara sunycky Ha puHOK: Ocoba, BignoBigantHa 3a eunyck J13 Ha puHok
12.02.2021 ( {Q KRKA Mapiua Bpuiap, /nianud/
KRKA YNPABNIHHA AKICTIO
tovarna zdravil, d.d., KPKA, 2.8., Hoso mecto
CnoBeHis

DaHni cepTrdikat skoCTi Mae enekTPOHHWA nianuc.
Ceprudikar CTBOPEHO aBTOMATUYHO BaNif0BaHOK KOMIIOTEPHOIO NPorpamMolo SAP,




CEPTUOUKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

[ara : 27.05.2021
CTpanunua: 1/3

Koa Ne: 7E0385

Amnpun® HD, TabneTtku no 5 mr/25 mr Ne 30

KpaiHa-BupobHuk: CnoseHist

1 TabneTka MiCTUTL 5 M paminpuny Ta 25 Mr rigpoxnopTiasuay
nikapcbka chopma: Tabnetku

po3mip | TMN nakysaHHs: no 10 TabneTok y GnicTepi, no 3 6nicTepy y KapTOHHiN Kkopo6uli

Cepus: NK5079

Pa3mep cepun: 2.842 LUT

[ata BupobHuyrea: 01.2021

[laTa okoH4aHus cpoka rogHocTu: 01.2023

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

Ha3sBaHue 1 agpec NpoM3BoANTENs OTBETCTBEHHOrO 3a BbiNyck | JlulieHsns Ha nponssoacTeo Ne:

cepuu: 800-13/2018-6

KPKA pn.a., Hoeo mecto

LWmapbelka yecta 6

HoBo MecTto, 8501, CnoBeHus
HaseaHue nokasatenen Cneundukauns PesynbTaThl aHanu3os
Onucaxue Mnockue TabneTkn 6e3 obonouku, B hopme CootBeTcTBYET

kancyn, 6enoro unu noytu 6enoro LBeTa, ¢
HaceuKoi Ha OZLHOI CTOPOHE U MeTKon "25"-Ha
Lpyroi CTopoHe.
Waentudrkaums pammunpuna - BOXKX Bpewms yaepxuBaHus nuka pamunpuna Ha CooTseTcTBYET
XpomaTtorpaMmme UcrbITyemoro pactsopa (SaS)
[lOJDPKHO COOTBETCTBOBATL BPEMEHW YAEPXUBaHNA
nuKa paMunpuna Ha xpomaTtorpamme CTaHapTHOro
pacTsopa (SS).

NaenTudukaums rugpoxnopoTtmnasnaa - BOXKX

Bpems yaepxuBaHus nuka ruapoxnopoTuasnaa Ha CootseTcTByeT

XpomaTtorpaMmme UcnbITyemoro pactsopa (SaS)
[O/DKHO COOTBETCTBOBATb BPEMEHN YAEPXKNBAHNA
nuKa rmapoxnopoTnasnaa Ha xpomaTtorpamme
CcTaHaapTHoro pacTteopa (SS).

ConyTcTByloLme npumecu pamunpuna - Npumecs A He Bonee 0,5 % <0,1
ConyTcTByloLMe npumecy pamunpuna - Npumecs B He Gonee 0,5 % <0,1
ConyTcTyowme npumecy pamunpuna - NMpumecs C He Gonee 0,5 % <0,1
ConyTcTBylowme npumecyn pamunpuna - Npumecs D He 6onee 0,5 % 0,2
ConyTcTaylowme npumecy pamunpuna - Mpumecs E He Gonee 0,5 % <0,1
ConyTcTByIOLWME NpUmec pamunpuna - EanHnyHas He Gonee 0,2 % <0,1
HeuaeHTUMULMPOBaHHas NpUMECh

ConyTcTaylowme npumecy pamunpuna - Obiiee Konu4ecTso He Gonee 1,5 % 0,2
ConyTcTByloLLMe NpUMecH rmapoxnopoTuasuaa - He 6onee 0,5 % <0,1
4-aMuH-6-xnop-1.3-6eH3onancynbgoHamma

ConyTcTByloLMe NpUMecH rmapoxnopoTnasnaa - EnvHnuHas He 6onee 0,2 % <01

HenAeHTUMNLMPOBaHHas NPUMeCh

[laHHbIA cepTUduKaT Ka4yecTBa UMEET INEKTPOHHYIO NOANNCH.

CepTudukaT cosfiaH aBTOMATMYECKN BaniaMpOBaHHON KOMMbIOTEPHON Nporpammon SAP.




CEPTU®UKAT KAYECTBA

(L4 KRKA

KRKA, d.d., Novo mesto

[ata : 27.05.2021
Ctpanuua: 2/3

Kopn Ne: 7E0385

Amnpun® HD, Tabnetkn no 5 mr/25 mr Ne 30
KpaiHa-BupobHuk: CnoseHis

nikapcbka copma: TabneTku

1 TaBneTka MiCTUTL 5 Mr paminpuny Ta 25 Mr rigpoxnopTiasunay

po3Mip i TUN nakysaHHs: no 10 TabneTok y GnicTepi, no 3 6nicTepu y KapTOHHIA KOPOOLi

Cepuns: NK5079

Pasmep cepun: 2.842 LUT

[ata BupobHuurea: 01.2021

[laTa okoH4YaHus cpoka rogHocTtu: 01.2023

PeructpaumoHHoe ygoctosepeHnne Ne:
UA - UA/4903/02/01

cepuun:

KPKA p.a., HoBo mecto
LLimapbeluka wecra 6

Hoso mecTo, 8501, CnoBeHus

HassaHue n agpec npon3BoguTens OTBETCTBEHHOMO 3a BbiNMYCK

800-13/2018-6

JInueHsus Ha npoussoacTeo Ne:

HaszsaHue nokasatenen

Cneundukauus

PesynbTaThbl aHann3oB

ConyTCcTBYIOLME NPUMECH TMAPOXIOpoTMasuaa - Obuiee KonNU4ecTso
HEeNAEeHTMMOULMPOBaHHBIX NpUMecen

ConyTcTBylOLLME NPUMECH TMAPOXNIOpoTHasnaa - ObLuee KonU4ecTeo
npumecen

ConyTcTByOLME NPUMECH pamunpuna u rmapoxnopoTMasmaa -
O6Lee KoNMYeCcTBO NpUMecei

OAHOPOAHOCTb 03MPOBaHHbIX €ANHULL - OAHOPOAHOCTb
copepxanua pamunpuna

OAHOPOAHOCTb A03UPOBAHHBIX €4NHNLL - OAHOPOAHOCTbL
COAEPXaHUsA rMapoXnopoTnasnaa

KonuyecTseHHOe coaepxaHue pamunpuna

KonnuecTBEHHOE CoaepXaHme rmapoxnopoTuasmaa

PacTBoperue pamunpuna

PacTBopeHue ruapoxnoptuasmaa

MukpoGuonoruueckas ynctoTa - ObLuee KONM4eCTBO
a3pobHbIx bakTepun

Mukpo6uonorudeckas yncrora - ObLee Konu4ecTso rpubos u
LApOdOKEN

Mukpo6uronoruyeckas unctota - Escherichia coli

He Gonee 0,5 %

He 6onee 1,0 %

He 6onee 2,0 %

3HaveHune nokasaTens npuemnemoctu (AV)
cocraBnseT He 6onee 15,0

3HayeHue nokasaTtens npuemnemoctu (AV)
cocTaBnseT He bonee 15,0

95,0 % - 105,0 % OT 3aABNEHHOro KoNu4yecTea
95,0 % - 105,0 % OT 3asBAIEHHOIO Konn4yecTsa
He meHee 75 % (Q) OT 3asiBNEHHOro
KonuyecTea B TedeHne 30 MUHYT

He MeHee 65 % (Q) OT 3aaBNEHHOr0
KonuyecTsa B TedeHne 30 MUHYT

He Gonee 1000 B 1r

He Gonee 100 B 11

oTcyTcTByeTB 11

<0,1
<0,1
0,2

27

2,8
101,6
102,1
94 -97
100 -103
<10

<10

CootBeTcTBYET

*1

*1

*1

*1 TeCT NpOBOAMTCSA B COOTBETCTBMM C NpOrpammon (onucaqHon 8 AH/)

HacToswmM NoATBEPXAA0, YTO BbilleNpUBeAeHHas MHOPMaLns SBNSeTCa [OCTOBEPHOW M TOUHOW. [laHHas cepus

npodykuun Gbina npousBeaeHa

(BKNIOYaA yNakoBKY/MapKUPOBKY) M NpoLUna KOHTPONb KayecTBa Ha BbllUEyKasaHHOM

yyacTke B MOSTHOM COOTBETCTBUU C TpGGOBaHMHMM GMP, ycTaHOBNEHHBIMWU MECTHBIM PEryNATOPHbBIM OpraHoMm, a Takxe

[aHHbI cepTUdMKaT Ka4ecTBa UMEET SNEKTPOHHYI0 NOANUCH.

CepTudukaT co3paH aBTOMaTUHECKN BanNMAMPOBAHHON KOMMbIOTEPHON nporpammon SAP.




(L4 KRKA

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

[ara : 27.05.2021
CTpanunua: 3/3

Kop Ne: 7TE0385

Amnpun® HD, Tabnetkv no 5 mr/25 mr Ne 30

KpaiHa-BupobHuk: Cnosexis

1 TabneTka MiCTUTb 5 Mr paminpuny Ta 25 Mmr rigpoxnopTiasuay

nikapcbka copma: TabneTku

pO3Mip i TMN nakysaHHs: no 10 TabneTok y GnicTepi, No 3 6nicTepy y KapTOHHIN KOpobLi

Cepus: NK5079 Pasmep cepuu: 2.842 WIT
[ata Bupobxuurea: 01.2021 [aTta okoH4aHusa cpoka rogHocTu: 01.2023

PerncTpaumnoHnHoe ygoctosepeHue Ne:
UA - UA/4903/02/01

HasBaHue 1 agpec NpoMsBoANUTENst OTBETCTBEHHOTO 3a BbiNyck | JlnleHana Ha npoussoacTeo Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecto
Llmapbeluka wecta 6

HoBeo MecTo, 8501, CnoBeHusi

B COOTBETCTBUM CO CneLuduKaLuueid perucTpalnoHHoN SOKYMEHTaLMN, YyTBEPXKAEHHON B YKpauHe Ans UCCNeayemoro
nekapcTBeHHoro cpefcTtea. [lpoTokonbl NPOM3BOACTBA, YNAKOBKM M KOHTPONA  KayecTeBa Cepun MpoBepeHbl U
COOTBETCTBYIOT TpeboBaHuam GMP.

Cepus BbinyLUeHa B COOTBETCTBUM C AeicTByloLein Bepcuein AHI UA/4903/02/01.

[laTa Bbinycka Ha PbIHOK: OTBeTCTBEHHOE NuLo 3a Bbinyck JIC Ha pbIHOK
12.02.2021 Mapuua Bpuap

(iﬂs

YMNPABJIEHUE KAYECTBOM
KPKA, a.a., HoBo mecTto
LlimapbetLuka uecta 6, 8501
CnoseHus

[laHHbIA cepTUdMKAT KaUeCTBa UMEET INEKTPOHHYIO NOANNCH.
CepTudukaT Co3aaH aBTOMATMYECKW BannaUpOBaHHON KOMMbIOTEPHON Nporpammon SAP.




JEPAJIKCITYXBA
HEPKABHA CJHYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCBhKIN OBJIACTI

npocnekt Banepia Jlobanoscnkoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPIIOV 37078774

BHCHOBOK
14.06.2021

Npo AKICTH BBE3€HOI0 B YKpaiHy JiKkapchbKoro 3acody

Ne 31246/21/10
AMITPMJI® HD
(HafimMeHyBaHHS JikapCHKOTO 3acofy 3riHO 3 peecTpauifiHUM TOCB TIEHHSM)

(opma BunyCcKy, TO3YBaHHs, BHJ IAKyBAaHH: JIIKAPCHKOTO 3ac00Y)

Tabaerku o 5 mr/25 mr, no 10 Taberok y G.aicrepi, no 3 Gaicrepu y kopodui
Bupobuuk

Homep peectpaniittoro nocsingenns UA/4903/02/01 crpox xii peectpaniiinoro nocsizgenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne NK5079

KinbkicTs BBe3eHOTO JiKapeskoro 3acody 120
KPKA, n.1., Hoso Mecto, CnoBeHis
Baeseno B Yxpainy

Cuinbae yKpainehKo-eCTOHChbKe MANPHEMCTBO Y opMi TOBapHCTBA
3 o0mesxeHol0 BignosixaneHicTo "' Onrima-®apm, JITH", igenr. kox:
21642228

(natiMenyBanns BUpoGHUKA HKapCEKOro 3ac06y, KpaiHa OXOMKEHHS)
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