HAEPKABHA CJIYIKBA 3 JIIKAPCHLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KMEBI

rnpos. Haait Ceitanunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €ZIPITOY 37079055

BUCHOBOK
Npo SIKiCTh BBE3CHOI0 B YKpaiHy JikapcbKkoro 3acody

29.01.2025 Ne 3816/25/26

KO-TIPEHECA®

(HaFMery BN NiKapebKoro 3aco6y 3riAH0 3 PECCTPALIHITIM HOCBIAMCHHSIM)
Ta0J1eTKM, 4 Mr/1,25 mr; o 10 Tabserok y 6Jicrepi; no 3 Giicrepn y kaprouniii Kopo6ui

(thopma BuITyCKy, O3y BakHSl, BHIL [IAKYBAHHS JiKapehKkoro 3acoly)

Howmep peecrpauiiinoro nocsiguenns UA/10953/01/02 crpok mii peectpauiiitoro nocsinuents HEOOMEKEHHI

Cepis nikapchkoro 3acoby Ne DIES(046 KinbkicTs BBE3€HOrO Nikapchkoro 3acoby 7680
BupobHuk KPKA, n.1., Hoso mecto, Ciiosenis

(nakimenyBanus BupoOHHKa Jlikapebkoro 3acofy, kpaiia noxouxentis)

Beeseno B Vipainy Cruisnbnie ykpaincbKo-ecToHChKe DiANpueMcrso y gpopmi
TOBApHCTBA 3 0OMekeno10 BianoBigaabnicTio "Onrtiva-Mapm,
JITI", inenr. kon: 21642228

(nalimenypannus Ta koz 3a €JIPTIOY 1opuanynoT ocobu abo npisiuiue, iM's, 1o 6aTbKkoBi
diznunoi ocobu - nianpuemiu, 1T Micue nPOKHBaKHS Ta peccTpaiiiunii Homep o6ikoBoi
KapTKH IIaTHKKa 10AaTKiB ado cepist Ta HoMep racropra)

ITpoTokon Bisyansuoro kourpomo sin 29.01.2025 N 146/01.10-25/35.

3a pesyabTaramu JePKABHOrG  KOHTPOJIIO  BCTAHOBAEHO, 10 Nikapcbkuil 3aci6  BBe3eHO B Ykpainy 3
)IOTpHMallllﬂM BHMOT 3aKOHOAABCTBA WOAO 3a0e3neueHHs SKOCTI Jikape KHNX 3acofiB.

Hawamsmme . Mircona XOJIOJEHKO

(nocanona 0coba oprauy ACPKABHOrO KOHTPOAIO) (ninnuc) (iniianu ra npispunie)

M.IT.



KPKA, 4. 4., Hoso mecTo
CEPTUDIKAT AKOCTI YMIPABMIHHA SKICTHO

UImap'ewka uecra 6

8501 Hoso mecTo

CrioBeHist

Ten.: +386 7 3312 111

En. nowrta: info@krka.biz

Kop Ne: 7TH6273

Ko-lMpeHeca®, Tabnetku, 4 mr/1,25 mr Ne 30

KpaiHa-BupoObHuk: CnoBeHin

1 TabneTka MicTUTb 4 Mr nepuHgonpuny TepT-OyTunamiHy Ta 1,25 Mr inaanamiay
nikapceka popma: Tabnetku

po3Mip i TN nakyBaHHA: no 10 TabneTok y 6nictepi; no 3 6nicrepu y kopobui

Homep cepii: DE8046
Oata supobrHuursea: 11.2024 l,[laTa 3aKiHYyeHHs TepMiHy npugaTtHocTi: 11.2027

PeecTpauifide noceigveHHs Ne:
UA - UA/10953/01/02

Hassa i agpeca BupobHuka, signosigansHoro 3a Bunyck cepii: | JliueHsis Ha BupobHuyTeo Ne:
KPKA a.a., Hoso mecro 800-16/2024-4

Wmap’ewka wecta 6

HoBo mecTo, 8501, CnoBeHis

Poamip cepii: 75.155 WIT

Lium nigTBepaxylo, Wo BulleHaBeeHa iHopmalis € JoCToBipHO Ta TouHow. [aHa cepis npoaykuii 6yna supobneHa
(BKNIOYAOYM MakyBaHHSA/MapKyBaHHS) i Npolina KOHTPOnNb AKOCTI Ha BuULLEBKasaHin AiNbHULI B NOBHIW BIANOBIAHOCTI i3
BuMoraMu GMP, BCTaHOBMEHWMU MiCLEBUM PErynaTOpHUM OpraHoMm, a Takox Y BignosigHocTi Ao crneuudikauii
peecTpaliiHol AOKyMeHTaull, 3aTBepmxeHol B YKpaidi Ans  pocnigxyeBadoro nikapcbkoro 3acoby. [potokonu
BUpOBHWMLTBA, NakyBaHHA | KOHTPONS SKOCTI Nepe.ipeHi i BignoeigawTe Bumoram GMP.

Cepis BunyueHa y BignosigHocTi i3 gitovoto Bepcieto MKA UA/10953/01/02.

[aTta Bunycky Ha pyHOK: Oco6a, BignosigansHa 3a Bunyck {13 Ha puHoK
06.01.2025 Axppes CeHiua
W/() s
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Lanuii cepTudbikaT AKoCTi Mae enekTPpoOHHWIA nianumc. Nara gpyky ceptudikaty: 09.01.2025
CepTudikaT CTBOPEHO aBTOMaTUYHO BanifoBaHO KOMN'IOTEPHOK Nporpamor SAP. Cropinka: 1/3




CEPTUDIKAT AKOCTI

KPKA, &. 4., Hoso mecTo
YMPABIIHHA AKICTIO
Wimap'ewka uecta 6
8501 Hoso mecTo
CnoseHis

Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: 7H6273
Ko-lNpeHeca®, rabneTtku, 4 mr/1,25 mr Ne 30
KpaiHa-BMpoBHUK: CrioBeHin
1 TabneTtka MicTUTL 4 Mr nepuHgonpuny TepT-6yTunaminy ta 1,25 mr inganamiay
nikapcbka popma: Tabrietku
po3mip i TMn nakyeaHHsa: no 10 TabneTok y 6nicrepi; no 3 6nictepyu y kopo6ui
Howmep cepii: DE8046
[Hata BupobHuuTBa: 11.2024 IﬂaTa 3aKiHyeHHA TepMiHy npuaaTtHocTi: 11.2027
HasBa nokasHukis Cneuudikauis PesynbTaTy BUunpobysaHb Mp.*
Onuc Kpyrni, anerka gsoonykni Tabnetku sig Ginoro ao Bianosinae -
Maike Birnoro Konbopy 3i CKOWeHUMU Kpasmu Ta
HaCi4YKOK 3 OfHOro BOKy
OpHopigHicTL A4030BaHUX MpuiimaneHe Yvcno (AV): He Binbiwe 15,0 6,0 -
OAUHULb ~ OAHOPIAHICTE
BMICTY nepuHzonpuny
epbyminy
OpnHOpiAHICTb A030BaAHUX MpuitMankHe Yucno (AV): He Ginbwe 15,0 3,6 -
0AVHULb ~ OAHOPIAHICTb
BMiCTY iHanamigy
|peHTUiKaLis Nepusgonpuny | Hac yTpumMyBaHH: MKy nepuHaonpuny Ha Bignosigae -
epbyminy —BEPX xpomaTtorpami po3duHy 3paska (SaS) mae signosifatu
Yacy yTpuMyBaHHS Miky NepUHAoNPUNY Ha
XpomaTorpami posuuHy craHgapTty (SS)
laenTudbikauisa nepungonpuny | MnsMa Ha XxpomaTtorpami posyuHy 3paska (SaS) mae Bignosigae -
epbyminy — TLIX BianosigaTyv 3a aHaveHHamM Rf Ta opmoio nnami Ha
XpomaTorpami posunHy craHgapTy 2 (SS2)
lneHTUdbikalis iHganamigy —~ | Yac yTpumyBaHHa niky iHAanamiay Ha xpomarorpami Bignosinae -
BEPX po3uuHy 3paska (SaS) mae sianosinaTth yacy
yTpUMyBaHHS fiiky iHganamiagy Ha xpomatorpami
po34uHy ctaHaapTy (SS)
IneHTudbikalis iHaanamigy — | Mnsma Ha xpomartorpami posuuHy spaska (SaS) mae Bignosinae -
TWX BiANoBIgaTH 3a 3HaveHHsIM Rf Ta dhopmoato NsMi Ha
XxpoMarorpami posunHy crasaapTty 1 (SS1)
CynyTHi goMilku —~ He 6inbLe 0,2 % <=0,10 -
AukeToninepasuH
CynyTHi SOMILLKK — He Ginbwe 0,3 % <=0,10 -
nepuHgonpunar
CynyTHi SoMiluKK — He Ginbuwe 0,5 % <=0,10 -
iHganamiay goMika B
CynyTHi gomitwku — OpuHnyHi | He Ginbwe 0,2 % <= 0,10 -
OOMIiLLIKU
CynyTHi goMiwku - Cyma He 6inbwe 1,5 % <= 0,10 -
KinskicHui4 BmicT - 95 - 105 % BiZ 3@3Ha4EHOI KiNLKOCTI 103 -
nepuHgonpuny epbyMiHy
KinbkicHuit sMicT - iHganamigy | 95 - 105 % Big 3a3Ha4eHoi KinbKOCTI 100 -
PosuntenHs neputgonpuny | He metwe 70 % (Q) Bia 3aaHaueHo! KinkKocTi 100-103 -
epbyMiHy npoTarom 45 XsUNuH
Po3uunHerHs iHaanamigy He meHwe 70 % (Q) Bin 3a3HadeHol KinbkocTi 92 -95 B
npoTarom 45 xsunuH
MikpoGionoriuHa AKicTs — He Ginble 1000 KYO B 11 - 1
3aransHa kinbkicTh aepobHux
mikpoopraniamis (TAMC)

[anuin ceprudikaT aKkocTi Mae eneKkTpoHHWIA nianuc.
CepTudikaT CTROPEHO aBTOMaTWYHO Banif0BaHO KOMITIOTEPHO Nporpamoto SAP.

[ara gpyky ceptudikaty: 09.01.2025
CropiHka: 2/3




CEPTUDIKAT AKOCTI

KPKA, 4. a., Hoso mecTo
YNPABAIHHA AKICTHO

lmap'etwka Uecta 6
8501 Hoso mecto
CnoBseHis

Ten.: +386 7 3312 111
En. nowra; info@krka.biz

Kog Ne: 7H6273

Ko-lpeHeca®, Tabnetkn, 4 mr/1,25 mr Ne 30

KpaiHa-BMpobHuk: CnoBeHisn

1 TabneTka MicTUTbL 4 Mr NepuHAaoONpUNy TepT-0yTUnamidy Ta 1,25 mr inaanamiay
nikapcbka cpopMa: TabneTku

po3mip i TN nakysaHHA: no 10 TabneTok y 6nictepi; no 3 6nicrepu y kopobui

Homep cepii: DE8046

[ara supobruursa: 11.2024

|,£1aTa 3aKiHYeHHs TepMiHy npuaaTtHocTi: 11.2027

Hasga nokasHukis Cneundikauis

Peaynbtaty BunpobysaHb

Mp.*

MikpoBionoriyHa AKicTL — He Ginbwe 100 KYOB 1T -
3aranbHa KinbKicTb
OPDKIDKOBUX Ta NniceHesux

rpubis (TYMC)

*1

MikpoBiororiuHa siKicTs -
Escherichia coli

BiacytHis 11 .

|

Mp.* = MpumiTka
*1 sunpobyBaHHA NPOBOAUTLEA BIANOBIAHO A0 NporpamMu (onucaHa 8 MKA)

[anuni ceptudikaTt SKoCTi Mae enexTpoHHUIA nianuc.
CepTudbikaT CTBOPEHO aBTOMAaTUUHO BanifoBaHo KOMN'toTepHO Aporpamoto SAP.

Oara apyky ceptudikaty: 09.01.2025
CropiHka: 3/3




AEPIKABHA CJIYIKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOIIO 3A HAPKOTUKAMU y m. KHEB]

npos. Hanit Critymurior, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dis.gov.ua, Koa €JPITOY 37079055

BUCHOBOK
PO SIRICTE BBesenoro B Ykpainy JKAPCLKOTO 3ac0fy

16.04.2625 - Ne 19245/25/26

KO-IPEHECA®

(naimenyrais nikapenkoro 3aC08y 3P0 3 pECCTPaITiiig HOCBIAYEHTISM)

rabauerkn, 4 mr/1,25 Mr; 110 10 rabaerox y uicrepi; no 3 OuticTepiB y wapromuiii KOpoOui

(hopma Burtycky. josynarus, sig TaKyBais JUKapCLROro 3acody)
Flomep peccrpauiittoro nocsiguenns UA/10953/01/02 CTPOK AT peceTpauiiinoro nocsiguents HEOOMEKSHH
Cepin snikapeskoro sacoGy Ne DF1543 KisbkicTs BRescHoro nikapeskoro sacoby 3200

Bupotung KPKA, ., Hoso mecto, Crosésris

(mabimenysanms supotinika siKkapeLroro 3acody, kpaita noxXomICk)

Beeseno b Yipainy Cuinsne yrpatucnko-ecroncn e nixnpuemerso y gpopmi
TOBAPHETBA 3 9GMeENenon sixnosinansuicro "Onrima-Mapwm,
JITT", inenr. won: 21642228

(naiimenysarns ra kog sa CAPTIOV 10puainot ocodu 460 NPI3BHILE, IM'9, 10 GaThKO R
(isnunof ocodu - nimmucmi, it micie HPOMMBALTI TA peeeTpaniitnmii nosep 0Giikonoi
KapTRH HnaTHHKA HOAATKIR aBo cepis ra HOMED frICIopia)

ApoTaios sisyansuoro xosrrpomo sin 16.04.2025 ¥ 1133/01 Jd0-25/22.

3a  pesyasraramp SCPUABIQLO KOHTPOINO  BCTAHOBJEHO, WO  NiKAPCLKMH  3aci6  BBE3EHO B Vipainy 3
Jorpumany

BCTBA MO0 3aBe3neucHNs akocTi 51 Kap '}ﬁénx sacobis,

v
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Hawansnimg 3t e Muxona XOJOJEHKO
...o(l b BAN vas e f e .‘A.....”A..v.w- ................................................... i LT O
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KPKA, a. 4., Hoso mecTo
CEPTUDIKAT AKOCTI YIPABIHHA AKICTIO

Wmap'etka uecra 6

8501 Hoso mecto

CrioseHis

Ten.: +386 7 3312 111

En. nowrra: info@krka.biz

Kop Ne: 7H6273

Ko-lNMpeHeca®, Tabnerku, 4 mr/1,25 mr Ne 30

KpaiHa-BMpoGHUK: CrnoBeHisn

1 TabneTka micTUTL 4 Mr nepuHaoonpuny Tepr-6yTunaminy Ta 1,25 mr inganamioy

nikapcbka hopMa: TabneTku

po3mip i TMNn nakysanHs: no 10 TaGneTok y Gnicrepi; no 3 6nicrepu y kopobui

Homep cepii: DF1543

[Hata eupobHuutea: 02.2025 |,ﬂa'ra 3aKiH4eHHs TepmiHy npuaarHocTi: 02.2028
Peectpauiiinie nocsigyerHs Ne:

UA - UA/10953/01/02

HasBa i agpeca BupoGHuKa, BignosinansHoro 3a Bunyck cepii: | JiLeHsis Ha BUPOBHULITBO Ne:
KPKA n.4., HoBo mecro 800-16/2024-4

LLmap’ewka wecra 6

HoBo mecTo, 8501, CrioBeHis

Poswmip cepii: 98.439 LUT

Linm nigreepmxyto, Lo BULLEHaBeAeHa iHOpMaLlsi € BOCTOBIpHO Ta TouHO. [aHa cepia npoayKLii Byna supobneHa
(BKMIO4AKOUM NaKyBaHHS/MapKyBaHHS) | NPOLLTa KOHTPOMb SKOCTI Ha BULLIEBKa3aHill AiMbHUL| B MOBHIN BiANOBIAHOCTI i3
Bumoramn GMP, BCTaHOBNEHUMM MICLEBUM pPErynsTopHUM OpraHoMm, a TakoX Y BignosigHocTi A0 crneuudikaLyi
peecTpaliiiHol  JokymeHTaLyi, 3aTeBepakeHoi B YkpaiHi Ang AoCnimKyBaHOro nikapcbkoro 3acoby. [MpoTokonw
BUpoBHWULTBA, NakyBaHHs | KOHTPOIA SKOCTI NepesipeHi i BignosiaaloTs BUMmoram GMP.,

Cepisi BMNyLLeHa y BignosiaHocTi i3 ditouoto Bepcieio MKS UA/10953/01/02.

[Hata sunycky Ha puHok: OcoBa, signosigansHa 3a Bunyck J13 Ha puHok
20.03.2025 AHgpes CeHiua

/, e b 5 / . 5y 0 B 7 //:
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[Hanuit cepTudikaT AKOCTI Mae enekTPOHHKA nignuc. ,EféTa ApyKy cepTucpikaty: 28.03.2025
CepTudikar CTBOPEHO aBTOMaTUYHO BaNif0BAHO KOMIT'OTEPHOIO NporpamMoto SAP. CropiHka: 1/3
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CEPTU®IKAT AKOCTI

KPKA, &. 4., HoBo mecro
YNPABIMHHA AKICTHO
map'eika tiecta 6
8501 Hoso mecto
CnoeeHisi

Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kon No: 7H6273
Ko-lNpexeca®, Tabnetkn, 4 Mr/1,25 mr Ne 30
KpaiHa-BUpoGHKUK: CnoseHin
1 TabnieTka MiCTUTBL 4 M nepuHaonpuny Tepr-GyTUnaminy Ta 1,25 mr inganamiay
nikapcbka popma: TabneTku
po3Mip i TMR nakyBaHHs: no 10 TabneTtok y GnicTepi; no 3 6nicrepu y KopooOui
Homep cepil: DF1543
[ara supobuuyrtea: 02.2025 |,ElaTa 3aKiHYeHHs TepMiHy npraarHocTi: 02.2028
Hassa nokasHukis Cneuudikayis Peaynstati BUnpobysaHb Mp.*
Onuc Kpyrni, anerka asoonykni TabneTku Big Ginoro Ao Bianosigae -
Maiike Hinoro KoNbopy 3i CKOLLEHUMU Kpasmn Ta
Haci4koto 3 ogHoro Goky
OpHOPIAHICTE A030BAHUX MpuitmarnbHe uncno (AV): He Ginbwe 15,0 4,1 -
0ANHULE — ORHOPIAHICTD
BMICTY nepuHgonpuny
epOyMmiHy
ORHOPIAHICTb 4030BaHNX MpuitmanbHe yncno (AV): He Ginbiue 15,0 4,7 -
0AVIHULL — OfHOPIAHICTD
BMICTY iHganamiay
laeHTudikauis nepuHgonpuny | Yac yrpumysaHHs niky nepuHaonpusy Ha Binnosigae -
epbyminy — BEPX xpomarorpami podunHy apaaka (SaS) mae signosigaru
yacy yTpyMyBaHHs niky NepuHAoNpUNY Ha
Xpomarorpami po3uvHy craHaapty (SS)
IaeHTuchikauis nepuHaonpuny | Mnsma Ha xpomaTorpami po3unHy 3paska (SaS) mae Bianosigae -
epbymiHy — TLLX BiANOBIAATY 32 3HaqeHHsIM Rf Ta chopmoio nisami Ha
XpOMaTorpami poauuHy crangapry 2 (SS2)
laeHTMdbikauis inpanamigy — | Yac yTpumysanhs niky iHganamiay Ha xpomarorpami Bignosigae -
BEPX poaunHy 3paska (SaS) mae signosigatu yacy
YTPUMyBaHHS Niky iHAanamiay Ha xpomaTorpami
po3uuHy cTavgapty (SS)
laeHTudixaLis iHaanamigy — | MNnsiMa Ha xpomatorpami posuuHy spaska (SasS) mae Bignosigae -
TLUX BignosiaaTi 3a 3HaderHAM Rf Ta hopmoto nasmi Ha
xpomaTorpami poauuHy ctanaapty 1 (SS1)
CynyTHi AOMILLKM — He 6Ginbwe 0,2 % <= 0,10 -
fukeToninepasuH
CynyTHi AOMILLIKK — He 6inbue 0,3 % <=0,10 -
nepvHaonpunar
CynyTHi AOMILUKN — He 6GinbLe 0,5 % <=0,10 -
inganamigy aomiwka B
CynyTHi gomiwkv — OauHnaHi | He Ginblue 0,2 % <=0,10 -
N OMILLIKU
CynyTHi aomitliku —Cyma He Ginbwe 1,5 % <= (0,10 -
KinbkicHuiA BmicT - 95 - 105 % BiA 3a3Ha4EHOT KINbKOCTI 102 -
nepuHAonpusly epbymiy
KinbKicHuit BMICT - inaanamiay | 95 - 105 % Bif, 3a3Ha4eHOl KiNbKOCTi 99 -
PoaunHeHnHs nepuHaonpuny | He meniwe 70 % (Q) Big 3a3HaueHol KinbkocTi 99 -103 -
epbymiHy npoTsArom 45 xsuimvH
POo3unHeHHs iHganamigy He menite 70 % (Q) Big 3a3HaveHo! KinbKocTi 92 -95 -
npoTsrom 45 xsunvH
MikpoBionoriuHa siKicTe — He 6Ginblie 1000 KYOB 11 - *1
3aranbHa KinbkicTb aepobHnx
mikpoopraHiamis (TAMC)

[laHnii cepTucikat SKOCTI Mae eneKkTPOHHUIA MigNuc.
CepTuncikaT CTBOPEHO aBTOMATUYHO BasliA0BaHO0 KOMM'IOTEPHOIO Nporpamoto SAP.

[ata apyxy cepTudcikaty: 28.03.2025
CropiHka: 2/3




CEPTUDIKAT AKOCTI

(4 KRK

KPKA, a. a., HoBo mecro

YMPABNIHHA AKICTIO
tUmap'ewka uecra 6

8501 Hoso mecro
CnoseHis

Ten.; +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne: 7H6273

Ko-lMNpeHeca®, Tabnetkn, 4 mr/1,25 mr Ne 30
KpaiHa-BMpPOOHUK: CnoBeHis

1 TabneTka MiCTUTb 4 MI nepuHaONpuNy TeprT-oyTuUnamidy Ta 1,25 Mr inganaminy
nikapckka popma: TabneTkm
po3mip i TMn nakyBaHHA: no 10 Tadrnerok y énicrepi; no 3 6nicrepu y kopooui

Homep cepii: DF1543

Hara BupobHuurea: 02.2025

maTa 3aKiH4YEeHHS TepMiHY npuaaTHocTi: 02.2028

Hassa nokasHukis Cneumdpikauis Pesynstaty BunpobysaHb Mp.*
Mikpobionoriysa skicTb — He 6inbiue 100 KYO B 11 - al
3aranbHa KinbKicTb

APDKIDKOBYX Ta NiiCeHEBUX

rpubis (TYMC)

Mikpobionoriusa skicTb - BiacytHiB 11 - *1

Escherichia coli

Mp.* = MNpumitka

*1 BunpobyBaHHA NPOBOAUTLCA BIANOBIAHO A0 Nporpamu (onucaHa B MKHA)

Nanuit cepTudpikar AKOCTI Mae eneKTPOHHWIA nignuc.

CepTudikaT CTBOPEHO aBTOMaTUHHO BaNiA0BaHOK KOMM'IOTEPHOIO nporpamoio SAP.

[ara apyky ceptudikary: 28.03.2025

CropiHka: 3/3
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