HEPXJIIKCITYXBA
HEP’KABHA CJIYKBA 3 JIKAPCBKHNX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMU Y KMIBCBKIA OBJIACTI

npocriekt Banepis Jlo6anosckkoro, 51, M. Kuis, 03110, ten/akc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo IKiCTH BBE3eHOT0 B YKpaiHy JiKapcLKoro 3acofy

18.12.2020 Ne 69301/20/10

CEHLTAHA3AJI®

(naliMeHyBaHus NiKapcEKoro 3acofy 3rigHo 3 peecTpauiiinum MOCBiIYEHHAM)
cnpeil Ha3aaLHMN, po3unH, 1 Mr/50 mr/vut; o 10 M y dJ1akoHi 3 qo3yr0unm
NyJIbBEPU3aTOpPoM; 10 1 ¢uiakoHy y KapToHHIN Kopo6ui

(dopma Bunycky, 103yBaHKs, BUI NaKyBaHHA fikapcrKoro 3acoby)

Howmep peectpaniittioro nocsimuenns UA/14128/01/01 crpox ii peectpauiittoro nocsizuenns 01.01.2099

Cepis nikapcbkoro 3acoby Ne A74724 KinbkicTs BBe3€eHOTO NNikapcrkoro 3acoby 9450
Bupo6uux KPKA, n.1., Hoo Mecto, Criosenis
(HaiiMeHyBaHHA BUPOGHHMKA NiKAPCEKOTO 3aco0y, kpaiHa NOXOMKEHHS)
Breseno B Vipainy Cninpne ykpainchbKo-ecTonchKe nipnpuemMcrso y gpopmi TOBApHCTBA
3 00MeKeno10 BiAMOBiNANBLHICTIO "OnrimMa-®@apm, JITI", inent. ron:
21642228

(naiimenysanus Ta xoz 3a CAPTIOY opuanuHoi ocobu abo npisBuine, imM's, no Gatekosi Giznanoi
0cobu - mianpueML, ii Micue npoxHBaHHA Ta peecTpauifinuii Homep 061ikoBOT KapTKH MIATHUKA
noaarkie abo cepis Ta Homep nacnopra)

Mporoxon BizyansHoro kourposio sig 15.12.2020 Ne 4431/2.

3a pesynbrataMu  AePKaBHOrO  KOHTPOJIO BCTaHOBNICHO, 1IN0 JiKapchkuil 3aci6 BBeseHo B VYkpainy 3
AOTPHMAHHAM BuMOT 3aKOHOABCTBA MO0 3a6e3NMeYeHHs AKOCT] JiKapcbKUX 3aco6iB.
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(4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

fara:03.12.2020
Ctpanuua: 1/3

Koa No: 7D8172

CENTAHASAJI®, cnpeit HasanbHbIi, pacTeop, 1 Mr/50 mr/mn no 10 Mn Bo dnakoHax Ne 1
CTpaHa-npou3soanTens: CnoseHuns

1 Mn pacTBopa coAepXuT 1 Mr KCMnomeTasonuHa ruapoxnopuaa n 50 Mr gekcnaHTeHona

nekapcTseHHas copma: cnpei HasanbHbIW, pacTBop

pasmep 1 TMn ynakosku: no 10 MN BO ¢priakoHe C A03NPYIOLWMM NyibBEpPN3aToOpoM; No 1 hnakoHy B kopobke.

Cepusi No: A74724 Pasmep cepuun: 42.389 WUT
[arta npoussogcrea: 09.2020 [aTta okoH4YaHus cpoka rogHocTu: 09.2023

PeructpauvoHHoe yaocToBepeHue Ne:
UA - UA/14128/01/01

HasBaHue 1 agpec Nnpon3soanTens oTBETCTBEHHONO 3a Bbinyck | JIMeH3na Ha nponssoacTeo Ne:
cepuum: 800-13/2018-6

KPKA a.a., HoBo mecTto
LWmapbewka yecra 6

HoBo mecTo, 8501, CnoBeHus

HassaHue nokasatenei Cneundukauus PesynbTaThl aHann3os
Onucanne Mpo3spaunbiit 6eclyBeTHbIA pacTBOp CooTseTcTBYeT
OAHOPOAHOCTL Macchl WHavBuayansHas macca Toneko Ans 2 CooTeeTcrayeT

KOHTE#HepoB 13 10 OTKNOHAETCA OT CpeaHero
3HaueHnn Gonee yem Ha 25 % w Hu oA KHa - Goriee
yeM Ha 35 %

Obbem HanonHeHus Ot 10 Mn 540 12 mn 11
Mpo3spayHoCTL M CTEneHb MYTHOCTH XNAKOCTH Pacteop pomxkeH BbiTb Npo3payHbIM. CooTeeTcTBYET
CreneHb oKkpalLMBaHWs XNUAKOCTH Pacrtsop aomkeH 6biTb 6ecUBETHLIM CooTeetcrByeT
pH Ot45807,0 54
OTHocuTENbHARA NNOTHOCTL Ot 1,00 a0 1,05 1,02
ConyTcTByiow e npuMecH AeKCNaHTEHoNa U KCUNOMETa30NHa He Gonee 1 % 0
rMAPOXNOPUAA-EANHUYHAA NPUMECH AeKCNaHTeHoNna

ConyTcTByloLMe NPUMECH AGKCNAHTEHONA U KCUOMETA30NMHa He Gonee 0,2 % <=0,10
rmapoxnopuaa-npuMect A KCMIOMETa30NMHa FrMAPOXNopUAa

ConyTcTBylowMe NPUMECH AEKCNAHTEHONa U KCMIIOMETa30MNHa He 6onee 0,2 % . <=0,10
rMApPOXNOpUAa-Apyriue NPUMECH KCUNOMETA30NUHA MMAPOXNOPNAa

ConyTcTayiowme npuMech AeKCNaHTEHONa U KCMNIOMETA30/IMHa He Gonee 3 % 1
rMApOXIopUAa-cyMMa

MaenTucbukauma gekcnanteHona - BAYX Bpems yaepxuBaHus nuka AekcnaHTeHona Ha CooTseTcTBYET

Xpomatorpamme Ucnbityemoro pacteopa (SaS)
AOIKHO COOTBETCTBOBATL BPEMEHMN YAEPXKUBARUA
NUKa AekcnaHTeHona Ha xpomartorpamme
CraHpapTHoro pacteopa (SS).

[OaHHbIN cepTudukaT KayecTsa UMEET ANEKTPOHHYIO NOANKCH.
CepTpdmkar cospaH aBToMaTU4eCckn B?(y!AMpOBaHHO_ﬁ KOMNbIOTEPHOW Nporpammoit SAP.
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CEPTUOUKAT KAYECTBA

(LA KRKN

KRKA, d.d., Novo mesto

fata: 03.12.2020
CrpaHuua: 2/3

Kog No: 7D8172

CTpaHa-npoussoguTent: Cnosexns

nekapcTBeHHas hopma: cnpen HasanbHbin, pacTeop

CEMNTAHASAJ®, cnpel HasanbHbIiA, pacTeop, 1 Mr/50 mMr/mn no 10 Mn Bo tnakoHax Ne 1
1 mn pacTBopa coaepXxuT 1 Mr KCunomeTasonuHa rmapoxnopuaa u 50 Mr gekcnaHTeHona

pa3mep U TUN ynakosku: no 10 M BO chniakoHe ¢ A03MPYIOLLIMM NyNbBepU3aTopoMm; no 1 onakoHy B Kopobke.

Cepusa No: A74724

Pasmep cepun: 42.389 LUT

[ata npoussoacrtea: 09.2020

[Hata okoH4aHus cpoka rogHocT: 09.2023

PernctpauvoHHoe yaocToBepenue Ne:
UA - UA/14128/01/01

| HasBaHwe v agpec npon3BoANTENS OTBETCTBEHHOrO 3a BbINyCcK
cepuu:

KPKA a.a., HoBo mecTo

Lmapbewka uecra 6

HoBo mecTo0, 8501, CnoBeHus

JluueHsna Ha npounssoacTso Ne:
800-13/2018-6

HassaHue nokasateneii Cneuudukaums PesynbTathl aHanusos

MpeHTudunkaums kennomeTasonmha rmgpoxnopuaa - BaXKX Bpems yaepxuBaHns nuka KCUIOMETa30oNWHa Ha CootseTcTBYET
xpomarorpamme UcnwiTyemoro pactsopa (SaS)
AOIMKHO COOTBETCTBOBATL épemerm YAepXuBaHua
NWKa KCUNOMETA30NINHA Ha XpoMaTorpamMme
CrangapTHoro pacrsopa (SS).

Koanecrsenﬂoe coAepXaHue aAeKkcnaHTeHona 95 % - 105 % oT 3aABNEHHOro KoNU4ecTRa 99
KonuuecTseHHOE coaepxaHne KCUNOMETasonnHa rmapoxnopuaa 95 % - 105 % oT 3asBNEHHOro KONNYeCTBa 103
MuKpo6UONoruieckan YncToTa - ObLyee konmyecTBO a3pobHLIX He 6onee 100 KOE B 1 Mn 0
Mmukpoopranunamos (TAMC)

Mukpoburonorudeckas YncToTa - ObLLee KONMYECTBO APONCKEBOTO U He 6onee 10 KOE B8 1 mn 0

nnecHesoro rpubka (TYMC)

Mukpo6uonornyeckan YucToTa - Staphylococcus aureus OtcytcreyeT B 1 Mn CootseTcTyeT
Mukpo6uonoruyeckan uuctorta - Pseudomonas aeruginosa OtcytcreyeT B 1 Mn CootseTcTBYET

Cepwus BbinyweHa B COOTBETCTBUM C AeNCTBYIOLWeN Bepcueit AH UA/14128/01/01.

HacTosilymm noaTBepXAato, YTO BbileNpUBEAEHHas UHOPMAUMA SBNSETCA [OCTOBEPHON W TOYHOM. [faHHasa cepus
npoAykuun Gbina npoussefeHa (BKMoYas ynakoBKY/MapKMpoBKy) M MpoLUna KOHTPOMb KayecTea Ha BbiLeyKa3aHHOM
y4acTke B MOMHOM COOTBETCTBUM € TpeGoBaHUAMM GMP, yCTaHOBNEHHBLIMN MECTHBIM PEryNATOPHLIM OPraHOM, a Takke
B COOTBETCTBMM CO CheuncbukaLimeit perucTpaunoHHo AoKYMEHTaLNN, yTBEPXAEHHOH B YkpauHe 4N nccnenyemoro
neKapcTBeHHOro cpeactsa.  [lpoTokonbl NPOW3BOACTBA, YNAKOBKU W KOHTPONsi  Ka4ecTBa Cepuud NpoBepeHbl K

cooTBeTCTBYI0T TpeboBaHuam GMP.

NaHHbIN cepTuhuUKaT KauecTsa UMEeT INEKTPOHHYIO NOANNCH.

CepTundmkar cosgaH asToMaTU4ECKn BanMANpPOBaHHOW KOMNbIOTEPHO Nporpammon SAP.




CEPTUOUKAT KAYECTBA

(T4 KRKA

KRKA, d.d., Novo mesto

Darta: 03.12.2020
Crpanuuya: 3/3

Kog No: 7D8172

CTpaHa-nponssoauTens: CnoeeHus

nekapcTBeHHas hopma: cnpei HasanbHbli, pacTBop

CENTAHASAJ®, cnpeit HasanbHbIi, pacteop, 1 mr/50 mr/mn no 10 mn Bo pnakoHax Ne 1
1 Mn pacTBopa coaepXuT 1 Mr kKcunomeTasonuHa rugpoxnopunga u 50 mMr gekcnaHteHona

pasmep W TN ynakosku: no 10 Mn BO hnakoHe ¢ A03UPYIOLLUM NynbBepusaTopoMm; no 1 chnakoHy B Kopobke.

‘ Cepusa No: A74724

Pasmep cepuun: 42.389 IUT

[ata npounssoacrea: 09.2020

[laTta okoH4YaHusa cpoka rogHocT: 09.2023

PeructpaumoHHoe yaocTtosepexue Ne:
UA - UA/14128/01/01

Ha3ssaHue u agpec nponssoauTeNs oTBETCTBEHHOrO 3a BbINYCK
cepuu:

KPKA a.a., HoBo mecTo

Llimapbeuwka uecra 6

HoBo mecTo, 8501, CnoBexnusn

JNuueHsus Ha npoussoacTeo Ne:
800-13/2018-6

[arta sbinycka Ha pbiHOK:
30.09.2020

OTeercTBEHHOE NULO 3a BbINYCK J1IC Ha pbiHOK
) Bpurnta Nyuens

YAPABNEHWE KAYECTBOM
KPKA, a.a., HoBo mecto
Limapbetuka yecra 6, 8501
CnoseHuA

DanHbii cepTuduKaT KauecTsa UMEET 3NEKTPOHHYIO NOANNCH.

CepTudukaT cospaH aBTOMaTUYECKN BannANPOBaHHON KOMNbIOTEPHO nNporpammoil SAP,




HAEPXJIIKCITYXXBA
HAEPXKABHA CJIYXBA 3 JIIKAPCBKI{_IX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMH Y KHIBCBHKIH OBJIACTI

npocnexT Banepis JloGaHoscrkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JJPTIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3eHOro B YKpainy JikapcbKoro 3aco0y

06.04.2021 Ne 14744/21/10

CENITAHA3AJI®

(HaliMenyBaHH nikapcekoro 3aco6y 3rigHo 3 PpeeCTpauiiHuM MOCBiTYCHHAM)
cnpeii HazaabLHWMiA, po3un, 1 Mr/50 Mr/ma; mo 10 Ma Y ¢aakoni 3 Ko3yrounm
HyabBepusaTopom; no 1 ¢gaakony y xapronsiii kopo6ui

(¢popma Bumycky, 103yBaHHS, BHI TAKYBAHHS AiKapcLKOro 3acoby)

Homep peectpauitinoro nocsinuenns UA/14128/01/01 crpox it peectpauiiitoro nocsimuerms 01.01 2099

Cepis mixapcekoro 3aco6y Ne A75679 KinekicTs BBe3eHoro nikapcskoro 3aco6y 4320
BupoGHuK KPKA, n.1., Hoso Mecto, CrioBesis
(nafimMenyBanHd BHPOGHHMKA JiKAPCHKOTO 3aco0y, kpaiHa OXOMKeHHS)
BaeseHo B Vkpainy Crinbne yxpaincsko-ecToHCHKe MiIpreMeTBO y dopmi ToBapucrsa
3 00MeskeHOI0 BianoBigaIbHicTIO "Onrima-®apwm, JITA", inenT. xoa:
21642228

(maiimeHnyBaHHs Ta kox 3a €JIPIIOY IOPHAHYHOT 0COGH aGo npi3sue, iM'a, M0 6aTLKOB] dizuynoi
ocoG - nianpuemus, i Miciie npoxuBaHHs Ta peecTpaniituuit Homep 06/1iK0BOT KapTKM IIATHHKA
nozarkie aGo cepis Ta HoMep macropra)

Ilporokoa BisyannHoroe koutposmo ix 26.03.2021 Ne 0907/5.

3a pesyNbTaTAMM JIEpKaBHOr0 KOHTPONIO BCTAHOBMEHO, mikapceKuH  3aci6  BBeseHo B Vikpainy 3

AOTPUMABHSIM BUMOT 3aKOHOAABCTBA W00 3a6€3NIEYEHHA JKQCTi JIKAPCHKHX 3aC06iB.
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MNEPEKNAL OPUTHANBHOIO CEPTUGIKATY AKOCTI

CEPTUDIKAT AKOCTI

(L4 KRKA

KPKA a.a., Hoso mecro

Bara apykysaHHa ceprudikarty

Cropitika: 1/3

Kon Ne: 7D8172

CENTAHASAJI® cnpeit HasanbHuii, po3uuH, 1 Mr/50 mr/mn no 10 Mn y onakonax Ne 1

Kpaina-supobruk: Cnosenin

1 Mn po3uuHy MicTUTb 1 Mr KcunoMeTasoniHy rigpoxnopuay Ta 50 Mr aexcnanTeHony

nikapcuka hopma: cnpe# HasanbHUH, PO3UNH

po3mip i TMn nakysaHHA: no 10 Mn y dnakoHi 3 NO3YI04WM NYNbBEPU3aTOPOM; NO 1 cdnakony B Kopo6ui

Cepia: A75679 Posmip cepil: 27.270 WUT

[Jara supobHuyrsa: 11.2020 [ara sakiHueHHa Tepminy npuaarHocTi: 14.2023
Peectpauiitie nocsiguexHs Ne:

UA - UA/14128/01/01

Hassa i agpeca supobruka, BignosigansHoro sa sunyck cepil: | Miuensis Ha BUpoBHULTBO Ne:

KPKA a.a., HoBo mecTo 800-13/2018-6

limap’ewka yecra 6

HoBo mecro, 8501, CnoseHisn

Hassa nokashukis Crieuwdikauin PesynbTaTu Bunpobysatn fip.*
Onuc [poaopa 6esbapeHa pinnna Bignosinae -
OaHopigHicTb Macu IHavBiayanbHa maca Tinbkn ANs 2 koHTedHepis i3 10 | Bianosigac -

. BiaxMNAETLCA BiA CEPEAHLOTD 3HAYECHHR BinblLe MK Ha
25 % i wopHa - Ginble Hix Ha 35 %

O6'eM HanoBHeHHA Bia 10 Mn g0 12 Mn 11 .
Mpo3sopicTs | cTyniHb Po3unn mMae 6yt nposopum Bianosinae -
KanamyTHOCTi pigun

CryniHb 3abapeneHns pigns | PoaunH mae Byt 6eaGapsHum Bignosinae -
pH Bia 454070 54 -
BiaxocHa ryctuna Bia 1,00-1,05 1,02 -
CynyTHi gomiLuku He Ginbwe 1 % 0 -
AeKcnaHTeHony Ta

Keunomertasoniny

riapoxnopuay — OAUHUYHA

| AOMiLLKa geKCraHTeRony

CynyTHi AoMiLLKK He Ginbwe 0,2 % <= 0,10 -
AeKcnaHTeHony Ta

Kcunometasonisy

rinpoxnopuay — Aomituka A

KCUNoMeTasoniHy

riapoxnopuay

CynyTHi aomituku He 6inbwe 0,2 % <=0,10 N
AeKkcnaHTeHony 1a

KcunomeTtasoniHy

rigpoxnopugy — iHwi AoMittiku

KcunomeTtasonivy -
| rinpoxnopuay

CynyTHi gomiwskm He Ginelwe 3 % 1 .
AeKCnaHTeHony Ta

KeunomeTasonivy

rigpoxnopuay - cyma

InenTndikauin YHac yTpumyBsans niky AEKCNanTeHony Ha Bianiosigac -
Aexcnanrenony — BEPX Xpomarorpami po3unHy 3paska (SaS) mae sianosinam

! HECY yTPUMYBaHHS Niky AeKkcnaHTeHony Ha

XpomaTorpami posuuHy crangapry (SS).
Lanni ceprucikat SKOCTI Mae enexTpoHHUIA Mignnc.
Ceprudikar CTBOPEHO aBTOMATUYHO BANIOBAHOID KOMIT'IOTEPHOI0 Nporpamolo SAP.
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CEPTUDIKAT AKOCTI

(T4 KRKA

Bara ppykyeanHs cepruchixaty
Cropinka; 2/3

Kopg Ne: 7D8172

CENTAHASAN® cnpeit HasanbHui, po34uH, 1 Mr/50 Mr/mMn no 10 Mn y naxouax Ne 1
Kpaiha-Bupobxuk: Cnosenin
1 MAT po3uuny MicTuTL 1 Mr KCUNOMeTasoniHy rigpoxnopuay Ta 50 mMr AeKcnanTeHoNny
nikapceka hopma: cnpeit HasanbHui, po3unH
PO3Mip i TUN nakyBaHHA: no 10 Mn y onakoHi 3 4o3yl0uUM nynsBepu3aropom; no 1 pnakoxy B kopodui

Cepin: A75679

Poawmip cepii: 27.270 LUT

[ara supo6Huurea: 11.2020

Hara sakiHueHHs TepmiHy npuaatHocTi: 11,2023

UA - UA/14128/01/01

Peectpauiiiie nocsiguenns Ne:

KPKA pa.a., HoBo mecto
limap'ewka uecra 6

Hassa i agpeca Bupo6Huka, BiANOBIAankHOro 3a BUNYCK Cepil:

Hoso mecTo, 8501, CnioBenin

Nivensis Ha supobhuLTED Ne:
800-13/2018-6

Hassa nokashukis

Cneuundikauis

Peaynbratu Bunpobysanb

Mp.*

InenTndikariia
Kcunomerasoniny
riapoxnopuay — BEPX

Yac yTpumyBaHHs niky KCUNoMeTasoniky Ha
Xpomarorpami posuuHy 3paska (SaS) mae signosigarv
Yacy yTpuMyBaHHS Niky KCWNOMETa3onixy Ha
XpomaTorpami posumuHy craHgapry (SS).

Bignosigae

KinbkicHuit smicr

95 % - 105 % Bia 3a3HaveHo! KinbkoCTi

101

AekcnanteHony
KinexicHui smic
Kcunomertasoniny
riapoxnopuay

95 % - 105 % Big 3a3HaveHoT KinbkocTi

101

MixpobGionoriuna wacTota —
SaransHa KinbKicTb aepoBHuX
Mikpoopraniamis (TAMC)

He 6Ginbwe 100 KYO 8 1 mn

Mikpo6ionoriyHa yucrora -
3aransHa kinbkicrs
APKAXOBUX Ta nniceHesnx
rpu6is (TYMC)

He Ginbwe 10 KYO 8 1 mn

MikpobionoriuHa yucrora -

Staphylococcus aureus

BiacyrrHie 1 mn

Bianosigac

MikpobionoriuHa uucrora
~Pseudomonas aeruginosa

BiacytHis 1 mn

Bianosigae

Tp.* = MNpumiTka

HaHui cepTdikaT SKOCTi Mae eNeKTPOHHWA rignuc.
Ceprudikar CTBOPEHO 8BTOMATUMHO BANIZOBAHOI0 KOMITIOTEPHOIO Nporpamoic SAP,




(L4 KRKN

CEPTUDIKAT AKOCTI KPKA p.a., Hoso mecto

Lata apykysanus ceprucbikaty
Cropitka: 3/3

Kogt Ne: 7D8172

CENTAHA3AJI® cnpeif HazanbHuit, po3yuH, 1 Mr/50 mr/mn no 10 mn y dnakoHax Ne 1

KpaiHa-BupoOHuK: CnoseHin

1 Mn po3yuHy MicTUTL 1 Mr Kcunometasoniny rinpoxnopuay va 50 MT leKchaHTeHony

nikapcbka popma: cnpei HasanbHUM, Po3YUH ‘

po3wmip i Tun nakysanHs: no 10 mn y dnakoi 3 A03ylo4uM nynbBepusaTopom; no 1 cnakony B kopobui

Cepin: A75679 Poswmip cepii: 27.270 WUT

[ara sBupoGHuuTaa; 11.2020 Hara sakiHyeHHs Tepmidy npuaatHocTi: 11.2023
Peecrpauiitie nocsiguenxs Ng:

UA - UA/14128/01/01

Haasa i agpeca supo6Huka, BignoBinansHoro sa Bunyck cepil; | JliueHsin Ha BupobHuLTEo Ne:
KPKA a.a., HoBo MecTo 800-13/2018-6

Wimap’ewka yecra 6

HoBo mecro, 8501, Cnosenin

Lum nigteepaxyio, Wwo euweHasegeHa iHchopMaLis € AOCTOBIPHOIO Ta TOYHOI. HaHa cepis npoaykuii 6yna supobreka
(BKNtOYaIouN NaKyBaHHSA/MAPKYBaHHS) | npoliina KOHTPOMb AKOCTI Ha BULLIEBKASAHIA QINbHULI B NOBHIN signosigHocTi i3
Bumoramu GMP, BcTaHOBReHMMA MicLesum PErynaTopHUM OpraHoM, a TakoX y signosigHocti a0 cneyudikaLyi
peecTpalliiHoi  AoKymeHTaUil, 3aTBepaxeHol B Ykpalni ana  pocnimkysaHoro fnikapcekoro  3acoBy.  Mporokonu
BUpOGHNUTBA, NakyBaHHA | KOHTPONS AKOCTI nepesipei | Bignosigaiot BuMoram GMP,

Cepis BunyweHa y signosigHocTi is gilouolo sepcieto MKA UA/14128/01/01.

[ara sunycy Ha puHok: Ocoba, sBianosiaansia-3a sunyck J13 Ha puiHok
03.02:2021 Bpirita yuens, Mignuc/
4 YNPABAIHHA SIKICTIO
‘ { ﬁfh\ KPKA, a.a., Hoso mecro
tovarnao zdravil. d.4. IS Sl eca g, RES
Novo mesto

Lanua cepruchikar axocT! Mae enexTpoHRMA NiaNMC,
Ceprudikar CTBOPEHO ABTOMATHMHG BAN|AOBAHOI0 KOMRN'IOTEPHOIO NPOrpaMols SAP.




CEPTU®UKAT KAYECTBA

(T4 KRKA

KRKA, d.d., Novo mesto

[aTa : 18.03.2021
Crpanuua: 1/3

Kop Ne: 7D8172

KpaiHa-BupobHuk: CrnoseHis

nikapcbka chopma: cnpei HazanbHWiA, Po3ymnH

CENTAHASAJI® cnpeit HasanbHuil, po3duH, 1 Mr/50 Mr/mn no 10 mMn y conakoHax Ne 1
1 MN PO34MHY MICTUTL 1 MI KCUNOMETas3oniHy rigpoxnopuay Ta 50 Mr gekcnaHTeHony

PO3MIp i TUN NakyBsaHHs: No 10 MN y chnakoHi 3 4O3yI0YNM NnynbBepu3aTopom; no 1 cpnakoHy B kopobui

Cepus: A75679

Pasmep cepuu: 27.270 WUT

ara BupobHuurea: 11.2020

[laTa okoH4YaHus cpoka rogHocTu: 11.2023

PeructpaunoHHoe yaoctosepeHmne Ne:
UA - UA/14128/01/01

HassaHue 1 agpec nponssoguTens oTBETCTBEHHOrO 3a BbINYCK | JlnueHsna Ha nponssoacTeo Ne:
cepuu; 800-13/2018-6
KPKA a.a., HoBo mecto
Limapbeuwka uecta 6
HoBo MecTo, 8501, CnoBeHus
HasBaHnue nokasateneii Cneuundukarms PesynbTaThl aHannaos

Onucaxue
OAHOPOAHOCTL Macchl

O6beM HanonHeHus

Mpo3spayHocTs 1 cTeneHb MyTHOCTU XNAKOCTY

CTeneHb OKpalmMBaHUSA XNAKOCTH

pH

OTHocuTeNbHas NNOTHOCTb

ConyTcTayioume npuMecy AekcnaHTeHoNa 1 KCMNOMETa30NuHa
rmapoxnopuaa-eAMHUIHANA NPUMECH AeKChaHTeHoNa
ConyTcrayioume npumecy aekcnaHTeHoNa U KCMIIOMETa30NMHa
MMApoOXnopuaa-NpuMect A KCUNOMeTa3onMHa rmapoxnopuaa
ConyTcTeyoume npuMeck AeKCNAHTEHONA U KCUIIOMETa30MUHa

TMAPOXAOpNAA-APYrve NPUMECK KCUNOMETA30NMHa MMAPOXNopHAa

ConyTcTayioume npuMecn AEKCNaHTEHONA U KCMNOMETa30/MHa
rMapoxnopuaa-cymma
Waentudukaums aekcnaHteHona - BOMX

Mpo3pauHbIit GecLiBeTHLIN pacTBOp
MHanenayanbHas macca Tonbko ans 2
KOHTeAHepOoB 13 10 OTKNOHAETCS OT cpeaHero
3HaueHua Bonee YeM Ha 25 % n HKM oaHa - Bonee
Yem Ha 35 %

Ot 10 Mn ao 12 mn

Pacteop AomxeH 6bITb NPo3payHLIM,

Pactsop aomxkeH 6biTh GecuseTHbIM
OTt45807,0

Ot 1,00 go 1,05

He Gonee 1 %

He Gonee 0,2 %
He Gonee 0,2 %
He 6onee 3 %

Bpems yaepxvBanus nuka gekcnaHTeHona Ha
xpomatorpamme Wcnbityemoro pactsopa (SaS)

CootsercrayeT
CooTtsetcTByeT

1
CootseTtcrByeT
CootBetcTByeT
54

1,02

0

<=0,10

<=0,10

CootBetcrayeT

AOMKHO COOTBETCTBOBAaTL BPpEMEHN YAepxusaHns

NWka JleKCnaHTeHoNa Ha xpomaTorpamme
CranaapTHoro pacTsopa (SS).

HaHHbIA cepTumKaT kauecTea umeeTt 3NEKTPOHHYI0 NOANUCH.

Ceptudukar cosaaH aBToMaTUYECKM BanuanpoBaHHOM KOMNbLIOTEPHO NporpamMmon SAP.




CEPTUOUKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

DOaTta : 18.03.2021
Cipanuua: 2/3

Koa Ne: 7D8172

KpaiHa-BupobHuk: Cnosenis

nikapcbka chopma: cnpei HasanbHWiA, Po3uuH

CENTAHASAJ® cnpeit HazanbHuii, po3yunH, 1 Mr/50 Mr/mn no 10 mMn y donakoHax Ne 1
1 M1 po3unny MicTuTb 1 Mr KcunomeTasoniHy rigpoxnopugy ta 50 mr AekcnaHTeHony

PO3MIp i TMN NakyBaHHs: No 10 MN y chnakoHi 3 Ao3ylounm nynbesepusaTopom; no 1 conakoHy B kopobui

Cepus: A75679

Pasmep cepuu: 27.270 LUT

ara Bupobxuuurtea: 11.2020

[lata okoH4YaHus cpoka rogHocTy: 11.2023

PeructpaunonHoe yaocTtoBepeHune Ne:
UA - UA/14128/01/01

cepuu:
KPKA a.a., HoBo mecto
LLimapbewka uecra 6

HoBo mecTo, 8501, CnoBenus

Haseahue n aapec nponssoanTeENs OTBETCTBEHHOMO 3a BbINyCK

JInuensmna Ha npoussoacTo Ne:
800-13/2018-6

HassaHue nokasateneii

MpeHTugmkauma keunomeTtasonuHa rmapoxnopuaa - BaXX

KonnyecTtseHHoe cogepxaHne aekcnaHTeHona

KonuuectseHHoe cogepxanme kcunomeTasonnha rmapoxnopuaa
Mukpoburonoruyeckas unctora - O6Luee KoNMYecTBo a3pobHbIX
MUKpoopraxHuamos (TAMC)

MukpoGuonorudeckas umctoTa - ObLee KonUyYecTeo APOXOKEBOTO U
nnecHesoro rpubka (TYMC)

Mukpo6uonormyeckas uncrora - Staphylococcus aureus
Mukpo6uonoruveckas uucrora - Pseudomonas aeruginosa

Cneundukanus PesynbTaThl aHanusos
Bpems yaepxvBaHis nuka KCUnomMeTazonuHa Ha CootsertcreyeT
Xpomatorpamme Acneityemoro pacteopa (SaS)

AOMKHO COOTBETCTBOBATL BPEMEHW YA EPXMBaHUS

NuKa KCMNOMeTasoNMHa Ha XpoMartorpamme

CranpapTHoro pacreopa (SS).

95 % - 105 % oT 3asiBNeHHOro KoNWuecTsa 101

95 % - 105 % OT 3asBNEHHOT0 KONMYecTBa 101

He Gonee 100 KOE B 1 mn 0

He Bonee 10 KOE 8 1 mn 0
OtcyrcrByeT B 1 Mn CootBeTcTBYET
OtcytcTByeT B 1 Mn CoovBetcTayet

Cepwus BoinylieHa B COOTBETCTBUM C AencTsylowein Bepcuein AH UA/14128/01/01.

HaCTOFILLWIM noAaTBepxnaio, 4yTo BblllenpmnBeaeHHasa Mchopmauvm ABNAETCA [OCTOBEPHOW U TOYHOMW. HanHag cepusa
npoaykumm 6bina npousseneHa (BKJ’IIO‘-Iaﬂ ynaKOBKy/MapKMPOBKy) W Npolwna KOHTpONb KayecTsa Ha BbllUEyKa3aHHOM
y4acTke B NONHOM COOTBETCTBUM C TpeboBaHmaMu GMP, YCTaHOBNEHHbLIMW MECTHbIM PEerynaTopHbiM opraHoMm, a Takke
B COOTBETCTBUM CO cneyucbukaLmen perucrpaumoHHon AOKYMEHTauun, yTBepXXaeHHoOW B praMHe ANs  uccnegyemoro

nekapcTBeHHoro cpepctea.  [poTokonsl
COOTBeTCTBYIOT TpeboBaHusim GMP.

Npon3BOACTBA, YNakoBKU W KOHTpONA

KayecTBa cepun npoBepeHbl u

[aHHbIR cepTudmkaT kayecTsa umMeeT 9NEKTPOHHYI0 NOANUCDH.

CepTuchukaT co3paH aBTomaT4ecku BanuAUpoBaHHON KOMNbLIOTEPHON Nporpammoit SAP.




CEPTUOUKAT KAYECTBA

(4 KRKN

KRKA, d.d., Novo mesto

[ara: 18.03.2021
Crpanunua: 3/3

Kog Ne: 7D8172

KpaiHa-BMpobHuk: CnoseHis

nikapcbka chopma: cnpeit HasanbHUA, Po34mnH

CEMTAHABAJI® cnpeit HazanbHuii, po34uH, 1 Mr/50 mr/mn no 10 Mn y cbnakoHax Ne 1
1 M pO3UMHY MICTUTB 1 Mr KCUNOMeTa30miHy riapoxrnopuay Ta 50 Mr AekcnaHTeHony

PO3MIp | TUN NakysaHHA: No 10 MN y bNaKoHi 3 [03yI0YNM nynbBepusaTopoM; no 1 cnakoHy B kopobui

Cepus: A75679

Pa3smep cepuu: 27.270 WUT

aTta supobHuyTea: 11.2020

flaTa okoHYaHus cpoka rogHocTy: 11.2023

PeructpaunoHHoe yaoctosepeHmne Ne:
UA - UA/14128/01/01

HasBaHue 1 agpec nponssoauTens oTBETCTBEHHOIO 33 BbINYCK
cepuu:

KPKA a.a., HoBo mecto

Lmapbeluka uecra 6

HoBo mecTo, 8501, CnoBeHus

Nuuensus Ha nponasoacTeo Ne:
800-13/2018-6

Dara Bbinycka Ha pbIHOK:
03.02.2021

OTeercTBEHHOE NULO 3a BLinyck JIC Ha pbIHOK
Bpuruta MNyuens

)

YNPABNEHUE KAYECTBOM
KPKA, a.a., HoBo mecTo
LWmapbeluka wecra 6, 8501
Cnoeenus

[aHHbIR cepTudukaTt kauecTea umeeT ANEKTPOHHYI0 NOANUCH.

CepTudukar cospaH aBToMaTUYECKM BanuWAMpoBaHHOW KOMNbIOTEPHOM Nporpammon SAP.
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