CEPTUOPUKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

AaTa : 16.02.2021
Crtpanwnua: 1/2

Koa Ne: 7D2433

Bino6in®, kancynu no 40 mr Ne 60 (10x6) y 6nictepax
KpaiHa-BupobHuk: CnoseHis

eKCTpareHT — aLleToH.
nikapcbka dopma: kancynu no 40 mr

1 kancyna MicTUTb cyxuit ekcTpakT nucTa FiHkro 6ino6a (Ginkgo biloba L., folium) (35-67:1) i3 BmicTom: — 8,8-10,8 mr
thnaBoHoOIAIB y BUrNsAi hnaBoHoBMX rnikoauais; — 1,12-1,36 mr rinkronigis A, B, C; — 1,04-1,28 mr 6inobanipis —40 mr;

po3mip i Tun nakyeaHHA: no 10 kancyn y 6nicTepi; no 6 6nictepis y kopobui

Cepus: SH1702

Pa3smep cepuun: 12.587 LUT

[ata supobHuyrea: 05.2020

[ara okoHuyaHus cpoka rogHocTu: 05.2023

PeructpaumorHoe yaoctosepenne Ne:
UA - UA/1234/01/02

HassaHue n agpec npon3soauTens OTBETCTBEHHOIO 3a BbiNYCK J'ImueHsvm Ha Npou3BoACTBO Ne:
cepuu: 800-13/2018-6
KPKA a.a., HoBo mecto
lLimapbeluka uecra 6
HoBo mecro, 8501, CnoBeHnun
HassaHue nokasarenen Cneumq)nkaum PeayanaTbl aHann3os
Onucaxune dunoneToBo-KopUYHEBbIe Kancynkl.Kancyna CooTsercTByeT
COAEPXWUT NOPOLLIOK OT CBETNOO A0
TEMHO-KOPUYHEBOrO LIBETa € BUAUMbBIMIA TEMHbIMN
4YacTMLaMu ¥ BO3ZMOXHbIMU HeBONbLLMMK KOMOYKaMKN
OAHOPOAHOCTb Macchl COAEPXXUMOTO Kancyn Macca copepxvmoro He Gonee 2 u3 20 kancyn CooTBeTcTBYET
OTKIIOHAETCA OT cpeaHein Macchl Gonee yem Ha
+10%, 1 Macca H1M OZHOM M3 Kancyn He JO/MKHA
OTKNOHSATBCA OT cpeAHei Macchl 6onee YeM Ha
120%.
Pacnapaemoctb He 6onee 30 muHyT 8 BOAE Npn 2-3
Temnepatype 37 °C+ 1 °C
Coaepxanue Boabl (300 Mr — 400 mr;Hydranal Composite 5) He 6onee 6,5 % 5,0
MaeHTucbmkauma akctpakra ruHkro 6unoba - TCX B cooTBeTCTBMM C aHaNUTU4ECKON NpoLieAypont CooTBeTCTBYET
KonunuecteeHHoe onpeaeneHne nasoHOMAOB, ONPEAENSIEMbIX 7,9 Mr — 11,9 Mr/cpeaHss Macca coaepXaHust 9,0
KaK ¢hnaBOHOBbIE IMUKO3NARbI Kancynbl
KonuyecreeHHoe onpeaeneHne TEPNEHOBbLIX NAKTOHOB - 0,93 Mr — 1,41 Mr/cpepHsa Macca cogepXXahus 1,18
6unobanuab! Kancynbl
KonnuyecTsenHoe onpeaeneHye TepneHOBbIX NaKTOHOB - 1,01 Mr — 1,50 Mmr/cpeaHas macca coaep)KaHua 1,12
rmHkronuast A, B, n C. Kancynsl
Mwkpobuonormyeckas ymctoTa - ObLiee konMYeCTBO a3pobHbIX He 6onee 10000 KOEB 11 *1
Mukpooprasmamos (TAMC)
Mukpobuonornyeckas yncrorta - O6LLee KONUYECTBO NNECHEBLIX N He 6onee 100 KOEB 11 *1
ApoxokeBbiX rpubos (TYMC)
Mukpo6uonoruyeckas unctota - ObLiee KONUYECTBO He 6onee 100 KOEB 1T *1
rpamoTpuLaTenbHbIX GakTepuii TONepaHTHbIX K Xen4n
Mwukpoburonoruyeckas uncrota - Escherichia coli AOSMKHLI OTCYTCTBOBaTL B 1 1 *1

[aHHbIN cepTuduKaT Ka4ecTBa UMEET 3NEKTPOHHYIO NOANUCH.

CepTudukaTt co3aaH aBTOMaTUYECKU BanmanpoBaHHOW KOMNbIOTEPHOW Nporpammoit SAP.
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(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

Dara: 16.02.2021
Crpanuua: 2/2

Koa Ne: 7D2433

Binobin®, kancynu no 40 mr Ne 60 (10x6) y 6nictepax

KpaiHa-smpobHuk: CnoseHia

1 kancyna MiCTUTb Cyxuii ekcTpakT nucTts lNHkro 6ino6a (Ginkgo biloba L., folium) (35-67:1) i3 BmicTom: — 8,8-10,8 Mr
cnasoHoIAiB Y BUrNAAi pnaBoHOBMX rniko3uais; — 1,12-1,36 mr riHkronigis A, B, C; — 1,04-1,28 mr 6ino6anipis — 40 wr;
€KCTpareHT — aLeToH.

nikapcbka copma: kancynu no 40 mr

pO3Mip i TMN nakyBaHHs: no 10 kancyn y Bnictepi; no 6 Gnictepis y kopobui

Cepus: SH1702 Pasmep cepuun: 12.587 WIT
[ata BupobHuyrtea: 05.2020 [ara okoHYaHus cpoka rogHocTu: 05.2023

PernctpaumnoHHoe ygoctoeperne Ne:
UA - UA/1234/01/02

HaseaHue u agpec Npon3BOAUTENSA OTBETCTBEHHOIO 3a Bbinyck | JinueH3uns Ha npoussoacTeo Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecto
LLimapbeutka uecra 6

HoBo mecto, 8501, CnoBenuun

HasBaHue nokasatenemn Cneundukauus PesynbTaThl aHanu3os

Mukpobuonoruyeckas unctoTa - Saimonella AOMKHbI OTCYTCTBOBATb B 25 1 *1
*1 TecT NpoBOAUTCS B COOTBETCTBUM C Nporpammon (onucaHHon B AH)

HactoswmmM nogTBepxaalo, YTO BbiLUENPUBEASHHAR MHGOpMaLMs SBNAETCS AOCTOBEPHON M TOYHOW. [laHHaa cepus
npoaykuun 6bina npousseAeHa (BKNOYas yNakoBKY/MapKUPOBKY) W NpoLuna KOHTPONb KavyecTBa Ha BbILLEYKA3aHHOM
y4yacTke B NONHOM COOTBETCTBUM € TpebosaHnsMn GMP, yCTaHOBNEHHBIMW MECTHBLIM PEryNsiTOPHBIM OPraHoM, a Takxe
B COOTBETCTBUM CO cneuuncpukaLmen perncTpaumoHHoN AOKyMeHTaLUun, yTBEpXAEHHON B YKpanHe ANA  Mccnegyemoro
nekapcTBeHHoro cpefctea. [1poTokonbl NPOW3BOACTBA, YNAKOBKM W KOHTPONA  KayecTBa cepuu NPOBEPEHBl U
COOTBETCTBYIOT TpeboBaHuam GMP.

Cepws BbinyLLeHa B COOTBETCTBUM C AeicTRyoWen Bepcuen AH UA/1234/01/02.

[laTa Bbinycka Ha pbIHOK: OTBeTcTBEHHOE NULO 3a Bbinyck JIC Ha pbIHOK
29.06.2020 Mapwus Buanu

YNPABNEHUE KAYECTBOM
KPKA, a.a., HoBo mecTo
LImapeeLuka wecta 6, 8501
CnoseHus

[NaHHbii cepTdMKAT Ka4eCTBa UMEET 3NEKTPOHHYIO NOANUCH.
CepTucukaT cozpaH aBTOMaTM4YeCK BanMaupoBaHHOW KOMMbIOTEPHON Nporpammoi SAP.
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CEPTH®IKAT SIKOCTI

NEPEKNAL OPUMHANBHOTO CEPTUGIKATY SKOCTI

(£ KRKA

KPKA, a.a., Hoso mecTo

Hara apykysarHa ceptudikary

Cropinka 1/2

Koa Ne: 7D2433

KkpaiHa-Bupobuuk: CrnoseHis;

= 40 MF; eKCTPareHT — aUeTOH.
nikapcbka popma: kancyau no 40 mMr

Bino6in®, kancynu no 40 mr Ne 60 (10x6) y 6nicrepax

po3mip i TN nakysanua: 10 kancyn y 6nictepi, no 6 Gnicrepis y kopo6ui.

| xancyna micTHTb CyXHit excrpakT nucta [inkro 6ino6a (Ginkgo biloba L., folium) (35-67:1) i3 emictom:
- 8,8-10,8 Mr pnaoHoiniB y BHrNARI pnaBoHOBMX Frikosugis; — 1,12-1,36 mr rinkronizis A, B, C; —1,04-1,28 mr 6ino6anigie

Cepia Ne: SH1702

Po3mip cepii: 12.587 LIT

Hara Bupobuuursa: 05.2020

Hara 3akinuenns Tepminy npunartocti; 05,2023

Peectpauiiiie noceinueHHs
No: UA/1234/01/02

KPKA a.n., Hoso mecto
Uimap’ewka uecra 6
Hoso mecto, 8501, Cnosenis

Haz3sa i anpeca Bupo6HuKa, BiaNoBiAaNEHOro 3a BHAYCK cepii:

Jliuensia Ha BHpoGHuLTBO No: 800-13/2018-6

Ha3sga nokasuuxis

Cneupdixauis

Pesynvraru BunpoGysans

Onuc

Ounuopingicts Mack BMicTy Kancyn

Po3nananna

Bmict Boan (300 mr - 400 wr,
Hydranal Composite 5)
Inewtudikauia  excrpakry
6ino6a — TLLUX

Kinekicne BH3HaueHHs ¢nasoHoizis,
Ki  BM3HAYAIOTL AKX  (NABOHOBI
FNiKO3HaH

Kinbkiche Bu3HaueHHa TtepneroBux
nakToHis — Ginobaniau

KinekicHe BusHauenna Tepnenosux
NaKToHiB - riskronigu A, B, C.
MixkpoGionoriyxa yucrora — 3aransxa
KibKICTh aepobHHX MikpoopranisMis
(TAMC)

MikpoGionoriuna uucrora - 3aranena
KinbKiCTh NAIICEHEBHX Ta APIKAKOBHX
rpubis (TYMC)

MikpoGionoriusa uucrora - 3aransua
KiNLKICTh  TONEPaHTHHX 0 %0BYi
rpaMiicraTHBHHX GakTepiit
Mikpob6ionoriuna uucrora -

riHKro

®Dioneroso-kopuuHesi kancynu. Kancyna MicteTs
NOPOLOK BiL CBIT/IONO 10 TEMHO-KOPHUHEBOTO KONLOPY
3 BHAMMMMH TEMHHMH YACTHHKAMH TA MOXIKBUMH
HCBEJIMHKHMH FpynoUYKaMu

Maca Bmicty He Ginbie 2 i3 20 kancyn siaxunserbes
Bil cepeanboi macu Ginbir Hix Ha + 10%, a maca
KOAHOT 3 KaNnCyn HE NOBWHHA BIIXHNATHCH Bin
cepeaHboi MacH Ginblue Hix Ha + 20%

He Ginbue 30 xeunun y soni npu Temnepatypi 37 °C +
1°C

He Ginbuse 6,5 %

Binnosiaxo 1o aranituunol npouenypn

7,9 mr — 11,9 Mr/cepenna maca smicty Karcynau

0,93 mr — 1,41 mr/cepenna Maca BmicTy Kancynu
1,01 mr— 1,50 mr/cepenns maca mmicty Kancynu

He Ginswe 10000 KYORB 1 1

He 6isnsie 100 KYO B 1 1

He 6inbwe 100 KYOB I r

Bigcythig I r

Bignosinae

Binnosinae

5,0
Binnosinae

9,0

1,18

1,12

*1

*1

*]

*

Ue#t cepTudikar skocTi Mae enexTpoHHH#H nianuc.,
CepTudikaT cTBOpeHHiT aBTOMATHYHO BATiZOBAHOIO KOMII'I0TepHOIO nporpamMoio SAP.




NEPEKNAL OPUMHANBHOIO CEPTU®DIKATY AKOCTI

(T4 KRKA
CEPTU®IKAT AKOCTI KPKA, 1.1, Hoso mecto

Hara npyxysanns ceprudikary
Cropinka 2/2

Koa Ne: 7D2433

Bino6in®, kancynu no 40 Mr Ne 60 (10x6) y 6nicrepax

xpa'ina-supoGHuK CnoseHis;

| kancynia MicTHTb cyxul excrpaxT nucta [inkro 6ino6a (Ginkgo biloba L., folium) (35-67:1) is emictom:

—8,8-10,8 mr dnasonoinis y surnani gasonoBux rnikosumis; — 1,12-1,36 mr rinkroniais A, B, C; — 1,04-1,28 mr 6inobaninis
~ 40 Mr; eKCTpareHT — aLeTOH.

nikapcbka popma: kancynu no 40 mr

po3Mip i THn nakysanua: 10 kancyn y 6nictepi, 1o 6 6nictepis y kopo6iui.

Cepis Ne: SH1702 Po3mip cepii: 12.587 IUT

Hara supoGHHuTBa: 05,2020 JHara saxinueuns Tepminy npunatHocti: 05.2023

Peectpauiitve noceiauerus
Ne: UA/1234/01/02

Hassa i agpeca BupoGHuKa, BiINOBiXansHOTO 3a BHIYCK cepii: Jliuensia Ha BupoGruuTso Ne: 800-13/2018-6
KPKA n.a., HoBo mecto
LImap’ewmka neera 6

Hoso mecvo, 8501, Cnosenin

Ha3sa nokasuukis Cneundikauis PesynebtatH BunipoGysatis
Escherichia coli:

MikpoGionoriuna 4HCTOTA - | Maiots 6yTH BiacyTni B 25 r *]
Salmonella

*1 BUnpobyBaHHA NPOBOAUTLCS BIiAMOBIAHO A0 nporpamu (onucaxa 8 MKS1)

Llum nintsepmxyio, wo BaweHasesena ingopmauis € AOCTOBIPHOIO Ta TO4HOIO. [ana cepis nponyxwx Gyna nnpo6nena
(BKnl04al04M NaKyBaHHA/MapKysaHHs) i npoiina KOHTPOJIb AKOCTi Ha BUUIEBKa3aHill AULHMLI B NOBHIH Bianosiaxocti iz
sumorami GMP, BCTaHOBNEHMMH MicueBHM PErynaTopHuM OpraHoM, a TakoX Yy BiamosimHocti mo cneundixauii
peecTpauiiiHol JoKyMeHTalil, 3arsepzvkeuol B Yxpalm RAR NOCILKYBAHOO NIKApCHKOro 3acoby. IMpotoxonu BupobHuuTea,
NaKyBaHHA | KOHTPONA AKOCT NepeBipeHi i BIANOBIAAIOTH BuMOTraM GMP.,

Cepis BunyLuena y sinnosinxocri i3 aitouoto sepciero MKS UA/1234/01/02.

Hara sunycky Ha pUHOK:
29.06.2020 Oco6a, sianosinansna 3a sunycx JI3 na pHHOK
Mapis Biniy
/mignuc/

<X oy
OBO MeCTO

Llmaj Kw%éqmuﬂssm

BCHIA

Lleit cepTudixat skocTi Mac enexrponnuit nignuc.
Ceprudikar cTBOpeHuI aBTOMaTHYHO BasliiOBaHOIO KOMN’OTEPHOIO Nporpamoio SAP,




JAEPXIIIKCITYXXBA
AEPJKABHA CJIY)KBA 3 JIIKAPCI)KI{.IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npocnekt Banepis Jlo6anoscbkoro, 51, m. Kuis, 031 10, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Ko €JIPTIOY 37078774

BHCHOBOK
Npo AIKICTHL BBe3eHOro B YKpaiHy JlikapchKkoro 3aco0y

16.11.2020 Ne 60938/20/10

BLJIOBLJI®

(HaliMeHyBaHHS JlikapCLKOro 3aco0y 3riaHo 3 peecTpauifiHuM NOCBiJUEHHsAM)
Kkancyud no 40 mr, no 10 kancya y 6aicrepi, no 6 Ousicrepis y kaproumniit Kopo6ui

(dbopma Bumycky, 103yBaHHs, BHA NaKyBaHHA JTiKapCLKOro 3acoby)

Homep peectpaniiitoro nocsimuenns UA/1234/01/02 ctpox aif peectpauiiinoro nocsimuerus 04.12.2020

Cepis nikapcbkoro saco6y Ne SH1702 Kinskicts BBE3€HOrO JTiKapchKOrO 3ac06y 60
Bupo6Huk KPKA, n.x., HoBo mecto, CitoBeHis
(uaiiMenyBanHa BUpOGHHUKa NiKapCHKOro 3acoly, kpaiHa NOXO/KEHHS)
Bsesero B Vipaity Cninbre ykpaiHcbKo-ecToHCLKe MiANPHEMETBO y ¢opmi ToBapucraa
3 00MeKeHeI0 BinmoBiNaNLHicTIO "OnTtima-®apm, JITX", inenr. kox:
21642228

(nafiMeHyBaHHs Ta ko4 32 €IPTIOY 10puan4Hoi ocoby abo npissuine, iM's, o Garkkosi BisnuHOT
oco6u - nianpuemus, ii Micle NpoKHBaHHS Ta peectpauifinuit Homep 06.1ikoBol KapTKK MIaTHEKA
noxatkis abo cepis Ta Homep nacnopra)

ITporokon BisyannHoro kourpomo six 11.11.2020 Ne 3867/13.

3a pesynbTaTaMH JAepKaBHOTO KOHTPOJIIO  BCTAHOBJICHO, WIO JIKapchkui 3aci6 BBe3eHO B Vkpainy 3
AOTPHMAaHH Or 3aKOHOJABCTBA LIO/IO 326€3MEYEHH JKOCT] JIKapChKUX 3ac06iB.
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