(T4 KRKN

KPKA, a. a., Hoso Mecto
CEPTU®IKAT SIKOCTI ATEAB e IO
8501 Hoeo MecTD

Cropenin
Ten.: +386 7 3312 111

En. nowra: info@krka.blz

Kon Ne:; TH5467
Ko-lNMpeneca®, Tabnetkwy, 8 Mrf2,5 Mr Ne 90
KpaiHa-BupoSHUK: CnoreHin
1 Tabnetka micTute 8 mr nepungonpuny Tept-GyTunamidy Ta 2,5 mr inganaminy
nixapcoka popma: TabneTkun
o3mip | Tun nakysaHHs: no 10 TabneTok y GnicTepi: no 9 GnicTepis vy kopobui
Homep cepil: DDB722
[ata supobuuuTea: 01.2024 IﬂaTa 38KiHYeHHR TEpMiHY npuaaTHocTi: 01.2027
PeecTpauiiiHe noceiguexHn Ne:
UA - UA/10953/01/03

Haasa i anpeca eupofHuka, sianosinanbHoro 3a Bunyck cepii: |IliteHsin Ha BUpoGHULTEO Ne:
KPKA a.n., Hoeo mecto 800-13/2018-6

lImap’clska uecra 6

HoBo mecTo, 8501, CnoeeHis

Poamip cepil: 10.285 LT

Lium ninTeepaxyto, wo sulLeHaBeAeHa IHOPMAaLISt € AOCTORIPHOIO Ta TOMHOID. Nawxa cepis npogykuii Gyna eupobneqa
(BxnIOMaIONUM NAKYBAHHA/MAPKYBaHHS) | NPOILLITA KOMTPOML AKOCTI Ha BUWLEBKAsaHIW AinbHUL B NOBHIK BignoalgHocTi i3
BAMOraMi GMP, BCTAHOBNEHUMU MICLIEBUM PEryfATOPHUM OpDFaHOM, a TaKOX y eignosigHocti Ao cneumdikauii
peecTpallifHOi  AOKyMeHTauii, aaTeepaxeHol B YkpaiHi anA  [ocnimKysaHoro nikapecwkoro 3acoBy. [MpoTokonu
BAPOBHULTBA, NaKyBaHHA | KOHTPONA AKOCTI NeperipeHi i BiaNoBRIaTs BuMoram GMP.

Cepin BunyLeHa y einnosigHocri i3 gilouoio Bepcicio MKA UA/10953/01/03.

AaTa BUNYCKY HE PUHOK; Ocoba, signoslaansHa aa sunyck N3 Ha puHoK
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fanwii ceprudirar AkacTi Mag enexTpoHHMIF nignuc. Dara ppyxy cepTudpikary: 25.04.2024

CepTudhikaT CTROPEHO ABTOMATMHHO BANIA0BAHOK KOMN'IOTEPHOIO NparpaMolc SAP, Cropinka: 1/3




(T4 KRKA

KPKA, n. n., Hoeo mecTo

YMNPABMNIHHA AKICTIO
CEPTU®IKAT SKOCTI TpARTE A
8501 Homo MecTo
CnoseHin
Tan.: +386 7 3312 111
En. nowra: info@krka.biz .
Koa Ne: TH5467
Ko-TIpeHaca®, TaGneTtkun, 8 mr/2,5 mr Ne 90
KpaiHa-snpo6HuK: Cnosenin
1 1a6netka MicTuTL 8 Mr nepuHgONpUNY TepT-GyTnaminy Ta 2,5 Mr inpanaminy
nikapcoka thopmMa: TabnaTku
po2mip | TR nakyeaHHA: no 10 Tatinerok y Gnicrepi; no 9 Gnicrepis ¥ kopobuf
Homep cepii: DD8722
faTta BupobHuuTea: 01,2024 |.uaTa 3akiHYeHHA TepMiHy npupaTHoCTI: 01.2027
Hagssa nokaanuxe Crneundpikatiin Peaynbtatu sunpobyBaqt Mp.* |
Onne Kpyrni, anerka geoomykni Tanetku eig Glnoro oo Bianosigae -
marixe Ginoro konbopy 3 Haclukoo 3 gaHoro Soky
laeHTuchlkaLia nepuHACNpUny | Yac yTPMMYBAHHA nNiky NepuHACTPHNY Ha Bionorinae -
opByminy — BEPX XpoMaTorpamMi posuuHy apaska (SeS) mae signosigav
uacy yTpmmyBanHs nlky nepundonpuny Ha
xpomaTorpami poaduHy craHaapry (SS)
laenTudplkalin nepuHAONpUNy |MNAMa Ha XPOMATOMPaMI Po3UMHY apaska (Sas) mae Blanosinae -
epGyminy — TIUX BlANCAIAATH 32 3HANSHHAM RF Ta ¢hapmoro Mnami Ha
XpoMaroipami poadYuHY craHRapTy 2 (S52)
LaenTugblikaviis inaanaminy — | Yac yTpumypanns niky inganamiay Ha XpoMarorpami Bianoeigae -
BEPX PO34MHY apaika (SaS) mae algnosinatu yacy
YTpMMyBaHHA Miky innanamMigy Ha xpoMaTorpami
po3YMHY CTeHABPTY (S5)
IneHTUchikavis imganamiay — | Mnama sa xpoMaTorpam! PozunHy apaska {SaS) Mae Bignoelnae -
TWX sianosigaTv 3a aHausHHAM Rf ta (opmoio nnsml Ha
XpOMATOrpami posunHy craHaapTy 1 {S51)
ORHOPiaHICTE A00BAHAX MpwiMansHe yucno (AV): He Ginblwe 15,0 57 -
0AMHULE — ORHOPIOHICTD
BMICTY NepUHACNPKNY
epbymiHy
QCaxopigHicT ACI0BAHNX NpuiAmansHe ywcno (AV); He Ginele 15,0 B 21 -
UHUIb — HICTh
:ﬁicwltnqamgpr m AN
CynyTrl gomiwim — He Ginswe 0,2 % //o° L 1 "“‘:%E; 0 i
ApnkeToninepasuH > L R0 hAh
CymyTHi pomittix — He Ginbe 0,3 % //f/ 0L A R fc=\¢fjlg\\ .
nepuHaonpunar of o - $ m‘_‘ ! e
CynyTHi gomiLukm — He Ginbwe 0,5 % “ ak s m“ . ,417} -
| iHnanamigy gomiwka B - ta )3
CynyTHi gomiw — QauHmuri | He Ginblue 0,2 % @K A 'h/;/ 0,1 -
| SomiLuky P M D e )
CynmyTHi gomiw — Cyma He Ginbius 1,5 % N 5~ 10 -
Kinekcmi amicr - 95 - 105 % Bin sasHaqeHo! KinbkocTl e Hd 17 ZE4ay =
aepuHacnpuny epBymiHy
KinbiicHuil smicT - inaanamisy | 95 - 105 % blg sasnadeHol kinbkootl 102 -
Posuunenrs nepungonpuny | Ho Menwe 70 % (O} eig aaanaverol dnskocri 100 -104 -
epbyMiny NROTArCM 45 XpvnuH
Po3z4uHeHHs - iHaanaMigy Heg meHwe 70 % (Q) sla 283HaveHoi KInbkocTi 94 97 -
NPOTAroM 45 XBHNUH
MikpoGionoriuna aKicTs — He ﬂnb&ue 1000 KYOB1r - *
3araneHa Kinbklcts aspobHnx
MikpoopraHizmie (TAMC)

Hanuii cepruchlkaT aocTi Mae enexTpoHHUA nignue.
CopTMdikaT CTROPEHO 2BTOMATHYHO BANIAOBAHOK KOMIT'IBTEPHOK nporpamorn SAP.

Data gpyry cepruchikary: 25.04.2024
Croplka; 2/3




CEPTUDIKAT AKOCTI

(L4 KRKA

KPKA, a. a., Hoso mecto
YNPABNIHHA RKICTIO
Lmap'ewka Lecra &
8501 Hoeo MacTo
Cnoeexia

Tan.: +386 7 3312 111

En. nowrta: info@krka.blz

Kog Ne: TH5467

Ko-Npeneca®, Tabnetky, 8 mr/2,5 mr Ne 90
KpaiHa-BupoSHuK: CnoeeHin

nikapceka dopma: TabneTku

1 TabneTka MicTUTL 8 Mr nepuHaONpUny TepT-ByTUnamivy Ta 2,5 Mr iHganamigy

03MIp i TMn nakysannsa: no 10 TaGnetok y 6nlcrepi; no 9 Snicrepis y Kopobui

Homep cepii: DD8722

3aransbHa kinekleTs
APERAKOBMX Ta MNicoHeRMX
rpuGis (TYMC)

Hara supoGruurea: 01.2024 |ﬂa1'a 3aKiHYeHHA TepMiHy npuaaTtHocTi: 01.2027
Hazea nokaanukia Cneundikauia PasynuTam sunpolyeaHb Mp.*
MikpobionaorivHa AKicTE — Ha Sinbwe 100 KYO B 1+ - B |

MikpoblonorivHa AKICTE - Bigeymnle 1r
| Eschatichia coll

Mp.* = Mpumitka
*1 BunpofyaaHHA ApoEOaMTLCA BIANOBIGHO AC NPOrPamMy (ONUCaMA B MKA)
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Hanwii cepTudhikar AKOCT: Mae eNeKTPOHHUE NignKc,

CepTudhikaT CTEOPEHO ABTOMATMYHO BANIACEAHOD KDMN'IOTEPHOID ApOIpamMolc SAP.

fava ppyry cepTudsikaty: 25.04.2024
Craopinxa: 3/3




JTEP)KABHA CJYXKBA 3 JIKAPCHKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Caitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €PTIOY 37079055

BUCHOBOK
Npo siKicTh BBE3eHOro B YKpaiHy JlikapebKoro 3acody

25.02.2025 Ne 9308/25/26

KO-IIPEHECA®, Tabaerku, 8§ mr/2,5 mr

(HakiMelty Batilis NikapebKOro 3acofy 3rino 3 peecTpauifinum NOCBIHEH M)
o 10 Tabaerox y Gaicrepi; no 9 Gaicrepis y kapToumuiii kopobui

((popma BHIYCKY, 103yBaKHsl, BUA NTaKy BaHHS JikapcbKOro 3acoby)
Howmep peectpauiiinoro nocsinuenns UA/10953/01/03 ctpox aif peectpauiiitoro nocsinuenys HeoOMeXEHNH
Cepis nikapcbkoro 3acoby Ne DE9185 Kinbkicts BBe3eHOrO fiikapchkoro 3acoby 23380

Bupobnux KPKA, n.1., Hoso mecto",, CiioBeHist

(nalimenyBanns BUpoGHUKa Nikapcbkoro 3acoby, kpaia NOXOMKEHHS)

Baeseno B Yipaiuy CrijibHe YKPaiHchbKO-eCTOHChKE NIANPUEMCTBO y (hopmi TOBApHCTBA
3 o6Meskenolo sianosinannuicTio "'Onrima-Gapm, JITA", inent. xon:
21642228

(naitmenyBauns ta koa 3a €JIPTIOY 1opuauanoi ocobu abo npissuiue, iM's, no GarLkoBi (izuunol
0cO6H - TTianpuemus, i Miciie NpoXKUBAMIS Ta peECTpauiinni HoMep 001ik0BOT KapPTKH IUIATHHKa
nojaTkis abo cepisi ta HOMEp racnopTa)

IpoTokoa Bisyanbuoro kontposio sig 25.02.2025 N 516/01/10-25/1.

3a  pesynbTaTaMl NEPKABHOTO KOHTPONIO ~BCTAHOBJIEHO, 1O  JliKAapChKii 3aci6 BBezeHo B YkpaiHy 3

AOTPHMAHHSM BUMOT 3aKOHOJABCTBA L1010 3abe3neueHHs AKOCTI Jiik glfkﬂX 3acobiB.

v
( ﬁff Muxkona XOJIOJIEHKO

06a Oprany ACpKABHOTO KOHTPOO) (nianme) (iniuianu Ta npizauiie)




(74 IKRIKN

KPKA, 4. 4., HoBo mecTo

CEPTUDIKAT AKOCTI YNPABIIHHA AKICTIO
Wmap'ewka uecta 6
8501 Hoeo mecTo
Cnosenis

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

Kopn Ne: 7H6344

Ko-fpeneca®, Tabnetku, 8 mr/2,5 mr Ne 90

kpaiHa-BupoBHuK: CnoseHin

1 TabneTka MiCTUTL 8 Mr NnepuHaoONpUNy TepT-6yTUnamiHy Ta 2,5 Mr iHaanamiay

nikapcbka coopma: TabneTtku

po3mip i Tun nakysaHHA: no 10 TabneTok y 6nicrepi; no 9 6nictepis y kopobui

Howmep cepii: DE9185

[lata supobHuuTea: 01.2025 |,ﬂaTa 3akiHYeHHs TepMiHy npuaartHocTi: 01.2028

PeecTpaliite nocsifgydeHHs Ne:
UA - UA/10953/01/03

HasBa i agpeca BUpoBHMKa, BignoBifanbHoro 3a Bunyck cepil: | JliyeHsist Ha BUPOBHULTBO Ne:
KPKA a.a., HoBo mecTo 800-16/2024-4

LUimap’ewka yecrta 6

Hoso mecTo, 8501, CrioseHis

Poamip cepii: 41.675 LUT

LM niaTBEpAXYIO, WO BULlEHaBeAeHa iH(OpMaLIis € AOCTOBIPHOK Ta TouHo. [laHa cepia npoaykuii 6yna supobnexa
(BKNIOYAOHM NaKyBarHa/MapKkyBaHHSA) | NPONLLNAa KOHTPOMb AKOCTI Ha BULLEBKA3aHil AiNbHULI B NOBHIK BiANOBIAHOCTI i3
suMmoramut GMP, BCTaHOBNEeHWUMU MicLeBUM pPEerynsaTopHuUM OpraHoM, a TakoxX Yy BignosigHocti Ao cneuudikauli
peecTpaljiiHoi  JokyMeHTaLii, 3aTeepxeHoi B YkpaiHi An8  AOCAIAXYBAHOTO nikapcbkoro  3acoby. [Mpotokonu
BUPOBHULITBA, NaKyBaHHs | KOHTPONS AKOCTI NepesipeHi | BiANOBIAalTL BUMOram GMP.

Cepist BUNyLieHa y BiANosigHoCTi i3 gitovoto Bepcieto MKA UA/10953/01/03.

[lata BUNYyCKy Ha pUHOK: Ocoba, sianosigansHa 3a Bunyck N3 Ha puHoOK
03.02.2025 Axppes CeHiya
- -
“ e

DNanuit cepTudikaT aKkocTi Mae enekTPoHHWUA Nianue. DNata apyky ceprudikaty: 13.02.2025
CeprudikaT CTBOPEHO aBTOMaTUYHO BariA0BaHOI0 KOMN'tOTEPHO NPOrpamoto SAP. Cropivka: 1/3

br-an Visee 6 1808 2 474{’.




CEPTU®DIKAT AKOCTI

KPKA, a. 4., HoBo mecTo
YNPABJIIHHA AKICTHO

Wmap'ewka uecta 6

8501 Hoso mecTo
CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kon Ne: 7H6344
Ko-TNpeHeca®, Tabrnerku, 8 mr/2,5 mr Ne 90
KpaiHa-BupoGHuk: CrioBeHin
1 TabrieTka MicTUTBL 8 Mr nepuHaoNpUny TepT-dyTUnaminy Ta 2,5 mr inaanaminy
nikapcbKa hopma: TabneTku
po3Mmip i TUn nakyBaHHs: no 10 Tabnerok y 6nicrepi; no 9 6nicrepis y kopobui
Homep cepii: DE9185
[Hata Bupobruurea: 01.2025 |ﬂaTa 3aKiH4eHHA TepMiHy NpugaTHocTi: 01.2028
Hassa nokasHukis Cneuudikauis PeaynbTatit BUNpobyBaHb Mp.*
Onuc Kpyrni, anerka asoonykni Tabnetku Bia 6inoro Ao Bianosinae -
Maibke 6iforo Konbopy 3 Haciykowo 3 ogHoro Boky
laeHTudiKauUia nepuHgonpuny | Yac ytpumysaHHa Niky nepuHacnpuny Ha Binnosinae o
epbyminy - BEPX xpomaTorpami poauuHy 3paska (SaS) mae signosinatu
yacy yTpumMyBaHHs niky nepuHaonpusy Ha
xpomaTorpami posyvHy cTaHaapty (SS)
|neHTudikalis nepungonpuny | MnsamMa Ha xpomartorpami poaduHy 3paska (SaS) mae Bignosinae -
epbyminy — TLUX signosinaTu 3a sHayenHam Rf Ta chopmoto nnami Ha
xpomaTorpami po3iuHy ctasaapty 2 (852)
lneHTUdikauin inpanamigy — | Yac yrpumysaHHs niky iHganamigy Ha xpomaTorpami Bionosinae -
BEPX po3duHy 3paska (SaS) mae signosigaru yacy
yTPUMYBaHHs Niky iHaanamigy Ha xpomarorpami
pO3uMHy craHpapTy (SS)
lneHTudikauis iHaanamigy — | Mnsma Ha xpomaTorpami posuuHy spaska (SaS) mae Bianoeinae -
TWX BiANOBIAaTY 3a sHadeHHaM Rf Ta dopmoto nnami Ha
xpomartorpami posdmHy ctaHaapty 1 (SS1)
OpfHOPIAHICTL 4030BaHNUX MpuitmansHe wucno (AV): He Binblue 15,0 3,6 -
OAMHWLE — OAHOPIAHICTL
BMICTY nepuHaonpuny
epbyMiny
OpHopiAHICTL A030BAHUX MpuitmansHe uucno (AV): e binslwe 15,0 2,6 -
OLMHULb — OAHOPIAHICTL
BMICTY iHdanamiay
CynyTHi goMilku — He Ginbwe 0,2 % <=0,10 -
auKeToninepasuH
CynyTHi goMitLKkn ~ He Ginbwe 0,3 % <=0,10 -
nepuHgonpunar
CynyTHi AOMilLKK — He 6inblwe 0,5 % <=0,10 -
iHganamigy gomMitka B
CynyTHi oMilku — OpuHunuHi | He Ginblie 0,2 % <= 0,10 -
L[OMILLKK
CynyTHi gomilwku — Cyma He 6inbwe 1,5 % <=(,10 -
KinbkicHWU BMICT - 95 - 105 % Bif 3a3HaYEHOT KiNbKOCTI 100 -
nepuHgonpusy epbyminy
KinbkicHuit BMmicT - iHaanamigy | 95 - 105 % Bif 3a3Ha4eHol KinbKocTi 100 -
PosunteHHs nepusaonpuny | He menuie 70 % (Q) Bia 3asHaueHol KinbKkocTi 96 -100 -
epbyMiny npoTarom 45 Xsunud
PoaunHeHHs - iHganamiay He meHwe 70 % (Q) Bia 3a3Ha4eHOI KinbKOCTi 89 -94 =
npoTsrom 45 XsUNUH
MikpoBionoriuHa siKicTb — He 6inblwe 1000 KYOB 1T <10 *1
3aranbHa KinbKicTs aepobHux
mikpoopraHismis (TAMC)

[JaHuil cepTudpikaT aKocTi Mae eneKkTpoHHWIA nidnne.
CepTudikaT cTBOPEHO aBTOMATUYHO BaNIA0BaHOI KOMITIOTEPHOK NPOrPaMoio SAP.

[laTa apyky cepTudikary: 13.02.2025

CropiHka: 2/3




CEPTUDIKAT AKOCTI

KRIKA

KPKA, 4. a., Hoeo mecTo
YIPABINIHHSA AKICTHO
Umap'ewka uecta 6
8501 Hoso mecTo
CnoseHis

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

Kop Ne: 7H6344

Ko-MpeHeca®, Tabnetku, 8 mr/2,5 mr Ne 90
KpaiHa-BupoGHUK: CnoseHia

1 TabneTka MiCTUTL 8 Mr nepuHaoNpuny TepT-ByTMnaminy Ta 2,5 Mr inaanamigy
nikapcbka ¢popma: TabneTku
po3Mip i TMN nakysaHHs: no 10 Tabnerok y 6nictepi; no 9 6nictepis y kopobui

Howmep cepii: DE9185

[ata supobHuuTea: 01.2025

|ﬂ.aTa 3aKiHYeHHs Tepminy npugaTtHocTi: 01.2028

Haasa nokasHukis

Cneundikallis

PeaynbTatt BUnpobysaHb

Mp.”

Mikpo6BionoridHa akicTs —
3aransHa KifbkicTb
[APDKAXKOBUX Ta NNICEHEBUX
rpubis (TYMC)

He Binblwe 100 KYO B 11

<10

“1

Mikpo6BionoriuHa akicTt -
Escherichia coli

BincytHis 1t

Bianosinae

Mp.* = Mpumitka

“1 sunpobysaHHa NPOBOANTLCH BIAMNOBIAHO A0 Nporpamu (onucaHa 8 MKA)

[laHui cepTudikaT SKoCTi Mae erneKTPoHHUIA nianuc.

CeprudikaT CTBOPeHO aBTOMaTUYHO BaNiAoBaHOI0 KOMN'IoTepHO nporpamoto SAP.

Lata apyky cepTudikary: 13.02.2025
CropiHka: 3/3




JNIEPYKABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM y m. KUEBI

npoe. Hagit Ceitnunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
npo sIKiCTh BBE3CHOr0 B YKpaiuy AikapebKoro 3acoly

12.02.2025 Ne 6524/25/26

KO-MMPEHECA®,

(alimeHyBatus tikapepkoro acoby 3rinno 3 PECCTPANLTHHIM 110CBIAIEHHAM)
tabaerku, 8§ mr/2,5 mr, o 10 TabaeroKy oaicrepi; no 9 Gaicrepin y kapTonHiii Kopobui
((hopma BHAIYCKY, RO3Y BANHS, BIL IAKYBAHHA niKapehkoro 3acoby)

Homep peecTpaltiiiHoro nocsifaenHs UA/10953/01/03 crpox aii peectpatiiiinoro nocsinuenHs 01.01.2099

Cepis nixapcnkoro 3acoby Ne DE7920 Kinbgicts nueseHoro aikapesioro sacoby 9878
BupoGuuk "KPKA, n., Hoso mecto”, Crnonenis
(naiimeitynatis BUpoGsHKKA JKAPCLROTO 3aco0y. KPAila NOXO/ ke His)
Breseno B Yrpainy Chinpbue yrpalchrR0-eCToNChKe niAAPHEMCTBO Y (GopMi TOBAPHCTBA
3 0GMCKEHOI0 BIAITOBIAAILHICTIO "Onrima-Mapm, JITAY, inewr. won:
21642228

(naitMenysanis T KOA 3a CJPTIOY opuanauoi ocobu abo ripisrmie, iM's, No Garsroni (pizuunol
0coBH - niAnpHEMLSL, T Micle npoxHBalig T peecrpatlifiini nomep 0B 0BOT KAPTKY AATHHK
otaricin a0 cepist Ta HOMEp nactapTa)

T1POTOKOI Bi3YANBLIOFO KOUTPOJIO Bid 12.02.2025 N 335/01.10-25/24.

3a  pesyabraraMi  JACPIKABHOrO - KOHTPONIO BCTAHOBJCHO, WO NiKapchkuA  3aci®  BBE3CHO B Yrpainy 3

JOTPHMAHHHAM BUMOr 3aKOHORABCTEA 1000 3a6e3ficHerits 3KoCTi HKAPCHRAN 3acobin.
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KPKA, 4. a., Hoso MecTo
CEPTUDIKAT AKOCTI YMPABIIHHA SKICTIO

Wmap'ewka yecrta 6

8501 Hoso mecto

CnoBeHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne: 7TH6344

Ko-NpeHeca®, Tabnetku, 8 mr/2,5 mr Ne 90

KpaiHa-BupobHuk: CrnoBeHis

1 Tabnerka micTUTb 8 Mr riepuHaoNpuny TepT-6yTMnaminy Ta 2,5 Mr iHganamigy

nikapckka popMa: Tabnetku

po3mip i TMN nakysaHHA: no 10 TabneTok y Gnictepi; no 9 6nicrepiB y kopobui

Homep cepii: DE7920

[JaTa supobruyrea: 11.2024 IﬂaTa 3aKiHYeHHs TepMiny npuaaTHocTi: 11.2027
PeecTpalliiiHe nocsigyeHHs No:

UA - UA/10953/01/03

HasBa i agpeca supobHuka, BignosiganbHoro 3a Bunyck cepii: |JliyeHsisi Ha BupobHuLTBO No:
KPKA a.a., Hoso mecto 800-16/2024-4

llimap’ewka yecra 6

HoBso mecTo, 8501, CnoseHin

Poamip cepii: 9.878 LUT

Lium niaTBepaxyto, Wo BUlLEeHaBeAeHa iHopMaLis € AOCToBIpHOW Ta ToyHo. [aHa cepia npoaykuii 6yna supobneHa
(BKntoYaoHK NakyBaHHS/MapKyBaHHs) | NPOMLWNA KOHTPOMb AKOCTI Ha BULLEBKa3aHin AinbHULI B NOBHIR BiANOBIAHOCTI i3
BuMorami GMP, BCTaHOBMEHUMU MICUEBUM PETYNSTOPHUM OpraHoM, a TakoxX Y BiAgnoBigHocTi [o cneuuvdikauii
peecTpauiiHol OoKyMeHTauii, 3aTBepmxeHol B YkpaiHi ana  pocnimxkyBaHoro nikapcbkoro 3acoby. [lpotokonu
BUPODHUUTBA, NakyBaHHs | KOHTPONA AKOCTI nepesipeHi i BianosigatoTs Bumoram GMP.

Cepis sunylieHa y BianoBigHocTi i3 ditodoto Bepciero MKA UA/10953/01/03.

[laTa BUNycKy Ha prHOK: Ocoba, BignosigansHa 3a sunyck /13 Ha puHok
06.01.2025 Anpapes Ceniua

i
,»’(::: [
< /
P

b atl a00%
Blp. 0508, 8T S o

[anuit cepTudikaTt SKOCTi Mae enekTPOHHWUIA nignue., OaTta apyky ceptuddikary: 30.01.2025
CepTudpikaT CTBOPEHO aBTOMaTUYHO BaNiA0BaHOW KOMN'HOTEPHOK Nporpamory SAP. CropiHka: 1/3




CEPTUDIKAT AKOCTI

9

(& KRKMA

KPKA, Aa. a., Hoso mecTo
YMPABAIHHA AKICTIO
imap'ewka uecra 6
8501 Hoso mecTto
CnoBetis

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

oo

v

Kop Ne: 7TH6344
Ko-MpeHeca®, Tabnetku, 8 mr/2,5 mr Ne 90
kpaiHa-BupoBHUK: Cnosexin
1 TaBneTka MiCTUTL 8 Mr NepuHAoNpUNy TepT-6yTunamiHy Ta 2,5 Mr iHganamiay
nikapcbka popma: Tabnetku
poaMip i Tun nakyeauHs: no 10 TabneTok y 6nictepi; no 9 6nicTepie y kopobui
Homep cepii: DE7920
[Jata supobuuyrea: 11.2024 I,ElaTa 3aKiHYeHHa TepMily npuaartHocTi: 11.2027
Haasa nokasHukis Cneundikauis PeaynsTaTu sunpobysadb Np.*
Onwuc Kpyrni, anerxa gsoonykni tabnetku eig 6inoro Ao Bianosinae -
maiibke Binoro KonLopy 3 HaciuKolo 3 ofHoro Goky
|aeHTudikauin nepuHaonpuny | Yac yTpumyeaxHs niky nepuHaonpuny Ha Bignosinae -
epbyminy - BEPX xpomaTorpami poaunHy apaska (SaS) mMae signosigatu
yacy yTpUMyBaHHs niky nepuHAonpuny Ha
Xpomarorpami poauuHy cranaaprty (SS)
laeHTudikauis nepusaonpuny | MNnsima Ha xpomatorpami posquHy 3paska (SaS) mae Bianosinae -
epbyminy — TWX BiAnoBiaaTh 3a sHadeHHsM Rf Ta hopmoto nnami Ha
XpoMaTtorpami poaduHy ctangapty 2 (SS2)
ineHTUdikauin inganamigy — | Yac yTpumysanHs niky iHaanamigy Ha xpoMmaTorpami Bignosipae -
BEPX po3uuHy 3paaka (SaS) Mae Bianosifatu vacy
yTPUMYBaHHs Niky iHAanamigy Ha xpomatorpami
po3vuHy cTaHpapty (SS)
|neHTUdikauis inganamigy — | MNnama Ha xpomaTtorpami poauuky 3paska (SasS) mae Bignosinae -
TWX sianosinaTi 3a aHaverHaM Rf Ta hopmoto Nnsmi Ha
xpomarorpaMi poayuHy cranaapty 1 (SS1)
OaHopIAHICTE A0308aHIX MpuitMansHe Yucno (AV): He Binstwe 15,0 27 -
O/IUHWLbL — OAHOPIOHICTD
BMICTY NepUHAONpPUNY
epbyminy
OpHOpIAHICTE A030BaHKUX Mpwitmanse wucno (AV): He Binblwe 15,0 4,2 -
OAHULL — OAHOPIAHICTL
BMICTY iHganamigy
CynyTHi AOMILWKK — He Ginbwe 0,2 % <=0,10 -
AvKeToninepasuH
CynyTHi ROMILLIKY — He Ginsbwe 0,3 % <=0,10 -
nepuHgonpunat
CynyTHi AOMILUKV — He 6inswe 0,5 % <= 0,10 -
iHaanamigy nomiwka B
CynyTHi fomiwku — OpunnyHi - | He Ginbwe 0,2 % <= 0,10 -
LAOMILLKU
CynyTHi agoMilku ~ Cyma He 6Ginbwe 1,5 % <=0,10 -
KinbkicHuiA BMicT - 95 - 105 % Bif 3a3HavYeHo! KiNbKOCTi 102 -
nepuHaonpuny epbyminy
KinbKicHWit BMicT - inpanamiay | 95 - 105 % Bia 3a3HayYeHol KiNbKoCTI 103 -
PoauuHenHs nepuraonpuny | He MeHwe 70 % (Q) sia 3a3naueHol kinbkocTi 97 -100 -
epByMiHy npoTsrom 45 xsunuy
PoaunHeHHs - inganamigy He meHwe 70 % (Q) Big 3a3Ha4eHoI KinbkocTi 92-94 -
NpoTSrom 45 XBUNuH
MikpobionoriyHa sKicTb — He Binswe 1000 KYOB 11 - *1
3aranbHa KinbkicTb aepobHux
mikpoopraHiamis (TAMC)

[anuit cepTudhikaT AKOCTI Mae eneKTPOHHWIA nianmc.
CepTuchikaT CTBOPEHO aBTOMATUUHO BanifoBaHOK KOMM'IOTEPHO NPOrpamoio SAP.

[ata gpyky ceptudikaty: 30.01.2025
Cropinka: 2/3




KPKA, a. 4., Hoso mecTo
CEPTUDIKAT AKOCTI YNPABJIHHA FKICTIO
Wmap'etlika Lecta 6
8501 HoBo mecTO
CnoseHis
Ten.; +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne; 7H6344

Ko-lMpeHeca®, TabneTtku, 8 mr/2,5 mr Ne 90

KpaiHa-BupoGHuKk: CnoseHisn

1 TabneTka MicTUTL 8 Mr nepuHgonpuny TepT-6yTunaminy Ta 2,5 Mr inganaminy
nikapcbka doopma: TabneTku

poamip i Tun nakysaHHs: no 10 TabneTok y 6nictepi; no 9 GriicTepis y kopo6ui

Homep cepii: DE7920

[Hata BupobHuyTea: 11.2024 |,EtaTa 3aKiH4eHHA TepMiHy npuaaTtHocTi: 11.2027

HasBa nokasHukie Cneuudikauis PeaynbTat BunpobysaHb Mp.*
MikpobGionoriuHa sKicTs — He 6inbwe 100 KYO B 1T - *1
3aransHa KinbkicTb

OPPKAXOBUX Ta NNiCeHEeBUX

rpubis (TYMC)

Mikpo6GionoriuHa akicTb - BigcyTtHis 1r - *1
Escherichia coli

Mp.* = MNpumitka

*1 BunpobyBaHHa NPOBOAUTLCS BIANOBIAHO A0 nporpamu (onucaHa B MKA)

[lanui cepTuUdikaT AKOCTI Mae enekTPoRHUI nianuc. Nata apyky ceptudikary: 30.01.2025

CepTudikaT CTBOpEHO aBTOMaTU{HO Banif0BAHOK KOMN'tOTEPHOI NporpamMoto SAP. Cropitka: 3/3







HEPKABHA CJIYABA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM y m. KUEBI

npos. Haait Ceitanunol, 3. 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JAPTIOY 37079055

BUCHOBOK
Npo sikicThL BBe3enoro B Ykpainy Jikapchroro 3acoby

12.02.2025 Ne 6526/25/26

KO-IIPEHECA®

(nafMenyRAHNS HKAPCLROTO 3a¢08y 3P0 3 PECCTPAIIRIMAM NOCBLAMCHIAM)
ey A N i g N LI 2 3 L <
radaerkir, 8 mr/2,5 mr; no 10 ratiacrox y daicrepi; no 3 Gaicrepn y kaprouniiii kopobui

(hopma BUIYCKY, A03YBalA. BHA NAKYBAILI IKAPCHIKOIO 3acoBy)
Homep pecerpaiititoro nocsinuents UA/10953/01/03 crpok aii peectpauiiinoro nocsinuenns 01.01.2099
Cepis nixapenkoro sacofy Ne DE7964 KibKicTh BResenoro sikapeskoro sacody 8640

BupoSHuk KPKA, st Hoso mecro, Crioperiig

(HARMCHYBANHS BHPOBIMKA JIKAPCLKOI0 3aC00Y. KPATHA NOXOJLKCIIIA)

Boeseno B Yipainy Cuinbiie yRpaiHCebK0-CCTONCHKE HIANPNEMCTRO Y dopmi ropapHCTBA
3 o6Mmescenolo sianosigansuicTio "Onrima-Mapm, JITA", ineur. roa:
21642228

(taiimenynains 1a €op 3a CJIPIIOY jopwimanoi ocoby abo npissuie, in's, 1o Garbroni Pisnunol
OCOBH ~ NIATIPHEMILL, T MICIC IPOACHBAIIHSE 1] pecerpanifimii nomep oflikoBOT KAPTKI TIATHIIKG
NoAATKIR 4B0 Cepis Ta HOMCP 1ACHOPTA)

MpoTokon bisyansuoro konrposo sia 12,02.2025 N 335/01.1 0-25/28.

3a  pesyabTaTaMi  JICEKABHOrO  KOHTPOMO  BCTAHOBACHO, IO nikapcLkuit - 3acih  ssescuo 8 Yipainy 3

AOTPHMAHUAM BUMOT 3aKOHOAABCTEA OO 3abesne et AKOCTI AiKapChRHX 3ac00in,
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KPKA, A. 4., Hoso mecto
YMPABJIHHA AKICTHO
CEPTUDIKAT AKOCTI e clus ecrait
8501 Hoeo mecTo
CnoseHis
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: 7TH6344

Ko-MNpeHeca®, Tabretku, 8 mr/2,5 mr Ne 90

KpaiHa-BupobHuk: CrioBeHin

1 TabneTka MiCTUTL 8 Mr nepuHaoNpuNy TepT-6yTunaminy Ta 2,5 Mr inganamiagy

nikapcoka popma: TabneTku

po3mip i TMN nakyBaHHaA: no 10 TabneTok y 6nictepi; no 9 6nictepiB y kopobui

Homep cepii: DE9265

[lara supoBHuurea: 01.2025 |ﬂaTa 3aKiHYeHHs TepMiHy npuaaTHocti: 01.2028

Peectpalliitte nocaigyeHHs Ne:
UA - UA/10953/01/03

HasBa i agpeca BUpobHUKa, BiAMNOBIAANbHOrO 3a BUMYCK cepii: |MiueHsis Ha BUpoBHULTBO Ne:
KPKA a.a., HoBo mecto 800-16/2024-4

liimap’eulka yecra 6

Hoso mecTo, 8501, CnoBeHisa

Poamip cepii; 40.777 LUT

Lium nigTeepmkyio, WO BUleHaBeaeHa iHopMallis € AOCTOBIPHOIO Ta TOYHOI. [aHa cepin npoayxuii 6yna supobrexa
(BKMIOYAKOUM NaKyBaHHs/MapkyBaHHs) | NPOLLNa KOHTPONb SKOCTI Ha BULLIEBKA3aHilt AiNbHWUI B NOBHIK BigNoBiAHOCTI i3
suMoramu GMP, BCTaHOBfIEHUMU MiCUEBUM PEryraTOPHUM OPraHom, a TakoxX Yy BignosigHocTi 4o cneuudikalil
peecTpauiiHoi AOKyMeHTaUil, 3aTBepmxeHoi B YkpaiHi ans JocnigxyBaHoro nikapckkoro 3acoby. [lpoTokonu
BUPOBHULITBA, NaKyBaHHSA | KOHTPONS AKOCTI NepesipeHi i BiANoBIAatTL BUMOram GMP.,

Cepis BunyLieHa y BignosigHocTi i3 ajloyoio Bepciero MKA UA/ 0953/01/03.

[aTta Bunycky Ha puHoK: Ocob6a, signosigansHa 3a eunyck J13 Ha puHOK
30.01.2025 Angpes CeHiua
oMo By
s/

beool- 496Y
Bl o6, 0% .48 %/

[lanuit cepTudikaT AKOCTI Mac eNeKTPOHHWIA nignuc. [ata ppyky ceptudikaTy: 30.01.2025
CepTudikaT CTBOPEHO aBTOMaTUMHO BanifoBaHO0 KOMITIOTEPHOIO NPOrpaMolo SAP. CropiHka: 1/3




CEPTU®DIKAT AKOCTI

KPKA, a. a., Hoso mecTo
YIMNPABINIHHSA AKICTHO
Wmap'ewka LecTa 6
8501 Hoeo mecTo
CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.hiz

Kop Neo: 7H6344
Ko-lpeHeca®, TabneTtkn, 8 mr/2,5 mr Ne 90
KpaiHa-BMpoGHUK: CrnoseHis
1 tabnetka mictutb 8 Mr nepuHgonpuny TepT-0yTUnaminy ta 2,5 mr inganamigy
nikapcboka cdopma: Tabnerku
po3mip i TN nakyBaHHA: no 10 TabneTok y 6nictepi; no 9 6nicrepis y Kopobui
Homep cepii: DE9265
Hata BupobHuurea: 01.2025 |,D,aTa 3aKiH4YeHHs TepMiHy npuaatHocTi: 01.2028
Hassa nokaaHukis Cneuudikauis PesynbTati BUNpobysaHs Mp.*
Onuc Kpyrni, anerka asoonykni Tabnetku gig Ginoro po Bignosigae -
Malixe 6iNoro KONbopy 3 Hacivko 3 ogHOro Boky
laeHTUdikauis nepuHgonpuny | Yac yTpumysasHs niky rnepusgonpuny Ha Bignosigae -
epbyminy — BEPX xpomarorpami po3uuHy 3paska (SaS) mae sianosinatu
yacy YTpUMYyBaHHS NiKy NepuHAoNpUny Ha
XpoMaTorpamMi po3unHy craHgapty (SS)
laeHTudbikauis nepurgonpuny | FNnsma Ha xpomartorpami posuunny 3paska (SaS) mae Bianosinae -
epbyminy — TWX BignosinaTH 3a 3HavexHsiM Rf Ta hopmoto NnsMi Ha
XpomaTorpami po3uunHy ctaHaapTy 2 (SS2)
lneHTudikauis iHganaminy — | Yac yrpumyBaHHs niky iHaanamigy Ha xpomartorpami Binnosinae -
BEPX po3uuHy 3paska (SaS) mae Bignosigatu vacy
YTPUMYyBaHHS Miky iHAanamigy Ha xpomaTorpami
po3umnHy cTaHaapty (SS)
lpeHTudikauia iHganamigy ~ | lNnsma Ha xpoMaTorpami posuuHy 3paska (SasS) mae Bionosigae -
TIWX sianosgigaTu 3a snavenHsm Rf Ta hopmoto nnsiMi Ha
xpoMartorpami po3umty ctangapty 1 (SS1)
OpaHopigHicTb 4030BAHUX MpuitmansHe yucno (AV): He Binbwe 15,0 4.3 -
OAUKULb ~ OAHOPIAHICTL
BMICTY nepuHaonpuny
epbyminy
OpHOpIaHICTL 4030BaHUX MpuiimaneHe yucno (AV): He Binbwe 15,0 3,0 -
OAUHUUbL — OAHOPIAHICTL
BMiCTY iHganamiay
CynyTHi foMilKku — He 6inbe 0,2 % <=0,10 -
AuKeToninepasuH
CynyTHI LOMILIKN — He Ginbwe 0,3 % <= 0,10 -
nepvHgonpunar
CynyTHi foMiluKy — He Ginbwe 0,5 % <=0,10 -
irganamigy nomiwka B
CynyTHi goMiwxy — OauHuani | He Ginbtue 0,2 % <=0,10 -
AOMIWKU
CynyTHi gomiwku — Cyma He Binbwe 1,5 % <=0,10 -
KinsKicHWiA 8MicT - 95 - 105 % Bin 3a3HaueHoOl KiNbKOCTI 102 -
nepuxgonpuny epbyMiHy
KinbkicHui BMicT - iHganamigy [ 95 - 105 % 8if 3asHayeHol KinbKocTi 100 -
PosuuHenns nepungonpuny | He meHwe 70 % (Q) sig 3asHa4eHoi KinbkocTi 99 -102 -
epbyMiHy npoTArom 45 xsuaun
PoauuHeHHs - iHganamigy He meHiwe 70 % (Q) Big 3a3HayeHo! KiNbKOCTI 93 -85 -
NpoTAroM 45 XBuUnNuH
MikpoBionoriyHa sKicTb — He Ginbwe 1000 KYO s 11 - *
BaranbHa KineKicTs aepobHUx
MikpoopraHismis (TAMC)

Lanun cepTudikaT SKOCTI Mae ENEKTPOHHUIA nianue.
CepTudhikaT CTBOPEHO aBTOMaTUYHO BaNifoBaHOK KOMM'IOTEPHO nporpamolo SAP.

Harta apyky ceptucpikaty: 30.01.2025
Cropirka: 2/3




CEPTUDIKAT AKOCTI

KPKA, A. 4., Hoso mecTo
YNPABIIHHA AKICTHO

Wmap'euika Lecta 6
8501 Hoeo mecTo
CnoseHist

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

Kopn Ne: 7H6344

Ko-Tpexeca®, Tabnertku, 8 Mr/2,5 mr Ne 90
kpaiHa-BupobHuk: CrioBeHin

1 TaBneTka MiCTUTL 8 Mr nepuHaoNpUny TepT-6yTUnaminy Ta 2,5 Mr inaanamiay
nikapckka cpopma: TabneTku
po2Mip i Tun nakysaHHs: no 10 TabneTok y 6nicrepi; no 9 6nicTepis y kopobui

Homep cepii: DE9265

[ara supoBbruursa: 01.2025

lﬂaTa 3aKiHYeHHs TepmiHy npugartHocti: 01.2028

Ha3sga nokKasHukis

Cneundikauis

PeaynbTaty BUNpobysaHs

Mp.”

MikpoBionoriuHa AKicTh ~
3aransbHa KinbKicTb
NPPKIKOBUX Ta NNiCEHEBUX
rpubis (TYMC)

He 6inbwe 100 KYO B 1T

*1

Mikpo6ionoriuHa akicTb -
Escherichia coli

BigcytHis 11

*1

Mp.” = MpumiTtka

*1 BunpoByBaHHA NPOBOANTLCS BIANOBIAHO A0 Nporpami (onvcada 8 MKA)

[anuit cepTudikaT AKOCTI Mae eneKTPOHHWA MiANUC.

CepTudikaT CTBOPEHO aBTOMATUYHO BaniAOBaHO0 KoMM'toTepHOK nporpamoto SAP.

[ata apyky cepTudikary: 30.01.2025

CropiHka: 3/3







JEPHKABHA CJIYKbA 3 IIKAPCbKHX 3ACObIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npogr. Hagii Ceitnuunot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHCHOBOK
Npo SKIiCTH BBE3EHOro B YKpaiHy JiIKapchKOro 3aco0y

26.03.2025 Ne 15314/25/26

KO-ITPEHECA®, tabJerku, 8 mr/2,5 mr

(naliMenyBaHHs iKapChKoro 3acofy 3rijiHO 3 peccTpalliiHiM NocBiaueHHsIM)
o 10 Tadjerok y Huicrepi; mo 9 6aicrepiB y xaproHHiA Kopobii

((])OPMﬂ BUITYCKY, 103y Balliisl, BUA ITaKyBaHHS JliKapCbKOl‘o 3ﬂC06y)
Homep peecrpauiitnoro nocsindesus UA/10953/01/03 crpox aii peectpauiitnoro nocsiatenus HeOOMeKEHU N
Cepis aixapcbkoro 3aco6y Ne DE9264 KinbkicTh BBe3eHOro Nikapchkoro 3aco6y 4200

BupobHuk "KPKA, n.1., HoBo mecro",, CioBeHist

(HaliMeHyBalHs BUPOOHHKA JiKapCLKOTo 3aco0y, kpaiHa MOXOIACHHI)

Beeseno B Ykpainy CriistbHe YKPaTHCEKO-eCTOHChKe MiAnpueMcTBO Y opmi TOBapucTsBa
3 o6meskenoro BiamosixansuicTio "Onriva-®apm, JITH", ineur. xox:
21642228

(nadimenysainist ta koj 3a CAPIIOY wopuumunol ocotu abo 1npissuuie, im's. no Garekosi Gizwunof
0coBH - MHIPHENMIEL, TF MICIIC POINKUBAHHS Ta peccTpaitiiui Homep 00iK0BOT KapTKy njaTHHKa
110/1aTKiB abo cepist Ta HoMEp NacropTa)

ftporoxon Bisyanbhoro koutposio sin 260.03.2025 Ne 928/01.10-25/2.

KOHTPOJIWO  BCTAHOBJICHO, WO Jikapchkuii 3aci6 BBezeHO B Ykpalny 3

HO/AaBCTBA 1L{0/10 320e3MeueHHs SKOCTI JIIKAPCLKMX 3acobiB.

Muxkona XOJOJEHKO

OHTPOIIO} (nignue) (iniuiasny ta npizsuiie)




KPKA, p. A., HoBo MECTO
ynPABMIHHA AKICTIO
CEPTU®GIKAT AKOCTI YT
8501 Hoso MecTo
CroseHia
Ten.: +386 7 3312 111 A

En. nowrta: info@ krka.biz

Kop, Ne: 7TH6344
Ko-ﬂpeneca@, TabneTku, 8 Mr
KpaiHa-BUpOOHUK: CrioseHis
1 Tabnetka MiCTUTb 8 Mr nepuHgonpuny TepT-ByTUNamiHy Ta 2,5 mr inpanamigy
nikapcbka opma: Tabnerku

L oamip | TMN NakyBaHHA: no 10 Tabn
Homep cepii: DE9264

[laTa BY DOBHULTBA! 01.2025

PeecTpauiniHe noceinyenHs Ne:
UA - UA/10953/01/03

/2,5 mr Ne 90

Niyensia Ha BUPOBHULTBO Ne:
800-16/2024-4

Hassa i agpeca BUpPOBHUKA, pignosifankHoro 3a Bunyck cepii:
KPKA p.a., HoBo MecTo
Wimap’ewka uecra 6

HoBo MecTO, 8501, CroBeHisl

Lium niaTBepaxyto, Wo BulLieHaseaeHa iHchopmaLlist € AOCTOBIpHOIO T2 Toutow. faHa cepist npopykuii 6yna BupobserHa
(BKMHOUAIHU naKyBaHHﬂ/MapKyBaHHﬂ) i npoWtuna KoHTPOIb AKOCTI Ha BULLIEBKa3aHIN ninbHUUl B MOBHIN signosigHoCTi i3
gumoramu GMP, BCTAHOBMEHUMU  MICLEBUM perynaTopHUM opraHom, a TakoX y gignoeigHocTi A0 creundikauil
peGCTpauiﬁHo'l' pokymeHTaui, aaTBEpPIKEHO! B Ypaidi  Ans AochifXyBaHoro niKapCcbLKOro aacoby. flpoTokonu
BUPOGHNLITBA, naKkyBaHHA | KOHTPONA akoCTi nepeBipeHi i BignosifaloTk sumoram GMP.

Cepisl BunyLieHa y BianoBiAHOCTI 13 fito40t0 BEpCie MK UA/10953/01/03.

Ocoba, ianosigansHa 3a Bunyck 113 Ha prHOK

[lata BunycKy Ha PUHOK:
Anppes Cexila

30.01.2025
o
.
[anui cepTudikat AKOCTI MaE eneKTPOHHUA nianve. [ara apyxy cepTudikaTy: 12.03.2025
CepTudikaT CTBOPEHO BTOMATUMHO BafiiA0BaHO0 KOMMHOTEpHOO NporpamMord SAP. Cropitka: 1/3
R
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KPKA, a. 4., Hoso MecTo
CEPTU®DIKAT SIKOCT] YITPABIIHHA FKICTIO
Wmap'ewka uecra 6
8501 Hoso mecTo
Cnoaenig

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

Ko Ne: 7H6344

Ko-l’lpeHeca@, Tabnetku, 8 Mr/2,5 mr Ne 90
KpaiHa-BupoBHuk: Crnioreis

1 tabnerka MiCTUTL 8 mr nepuHgonpuny TepT-ByTunaMiHy Ta 2,5 mr iH,qanaMi,qy
nNikapcbka thopma: Tabnerky

PO3MIp i Tun nak BaHHA: no 10 TabneTtok Gnicrepi: no 9 6nicrepin

Homep cepii: DE9264
Hata su PO6HULTEA: 01,2025 Hata sakinuenns TEePMiHY NpupatHocTi: 01.2028

Kpyrni, anerxa ABoonykni TabneTku BiA Ginoro o Binnosigae

Maixe 6inoro konbop 3 Haciukoio 3 oflHoro Gok

Yac YTpUMyBaHHs niky nepuHaonpuny va
epbymiHy ~ BEP, Xpomarorpami PO3uuHY 3paska (SaS) mae BignosiaaTty
Hacy yTpumysanms niky nepuHgonpuny Ha
X i poayun CTaHpapry (SS
Mnama Ha XpoMatorpami posuuHy 3paaka (SaS) mae
BianosigaTy 32 3HaveHHaM Rf ta thopmoto nnami Ha
XPOMaTorpami posyun CTangapty 2 (S82
Yac YTpUMyBanHs niky iHaanaminy Ha XpomaTorpami
PO34uHy 3paska (SaS) mae BidnosigaTu Yacy
YTPUMYBaHHs niky iH,aanaMiay Ha XpomaTtorpami
PO34MHY cTaHaapty (SS

Mnama ua XpomaTorpami PO34uHy 3paaka (SaS) mae
sianosinatu aa 3HayeHHsam Rf ta hopmoro nnami Ha
XpomaTtorpami posuuy CTaHaapry 1 (SS1
MpwimansHe yueno (AV): He 6inble 15,0

Bianosigae

laenTucikaujs nepuHgonpuny
epByminy — TLIX

Bianosigae

lququiKauia iH,qanaMiny - Bianosinae
BEPX

lqumdaiKauisl iH,
TWxX

Aanamigy —

Bianosigae

OaHopigHicTe B030BaHnX
0AUHULE — ogHopigHicTs
BMiCTY nepuHaonpuny
epbymiH

OarHopigricts A030BaHux
ORUHULL ~ ofHopigHicTs

BMiCT iHaanamig
CynyTHi gomiusky
AvkeToninepasnnx
CynyThi nomituky —
nepuHgonpunar
CynyTHi gomiwkm —
iHOanamig AoMilka B

CynyTHi BoMiwky — OauHuywi
AoMiwku
CynyTHi gomitky — Cyma
KinekicHusi amicr -

nepuHaonpuny epGymin
epbymin

Mikpo6ionoriyna AKICTE —
3aranbHa Kinbkicrs aepobHux
MiKpOOpraHiamis (TAMC

Mpuiimanshe yueno (AV): He Binbwe 15,0

He Binbwe 0,2 %

He 6inkwe 0,3 %

He 6inbwe 0,5 %

He 6inbuwe 0,2 9,

He 6inbwe 1,5 %
95-105 % &ig 383HaYeHOI KinbkocTi

95 - 105 % sig 333Ha4YeHoi KiftbkocTi
He Menwe 70 % (Q) Bin 3asHaueno; Kinbkocri

NpOTAroM 45 xBunuy

He menwe 70 % (Q) Big 3asnayeno; Kinbkocti
poTarom 45 xsunun

He 6inbiwe 1000 KYOg1r

HDanun cepTudikat sikocti Mag €NeKTPOHHUI nignuc, Dara APyKy cepTucikary: 12.03.2025

CepTudikar CTBOPEHO aBTOMaTUYHO BaninosaHow KOMIT'toTepHoK nporpamoio SAP, Cropinka: 2/3
. %&HKM~HMMN&M_



KPKA, a. 4., Hoso mec1o
YMPABIIHHA AKICTIO

CEPTU®IKAT SIKOCTI Wiap'ewka UecTa b

8501 HoBo MECTO
Cnoseris

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

Kop, Ne: 7H6344
Ko-MpeHeca®, TabneTtku, 8 Mr/2,5 Mr Ne 90
KpaiHa-BupoOHUK: CnoBeHiA

1 TabneTka MiCTUTL 8 Mr nepuHaonpuny TepT-ByTunaMiHy Ta2,5Mr inganamiay
nikapcbka popma: TabneTku

yo3Mip | TUN NakyBaHHsA: 1O 10 Tabn

Howmep cepii: DE9264

MikpoBiosioriuHa AKicTb —
3aranbHa KinbKicTL
UX Ta nniceHeBux

Mp.* = MNpumiTka
*1 gunpobysaHHa NpOBOAUTECH BignosigHo A0 Nporpamu (onucaHa B MKS)

Nanui cepTudikat AKOCTI Ma€e eneKTPOHHWA NiANUC. [ata apyky cepTvdiKaTy. 12.03.2025
Ceptudikar cTBOPEHO asTOMaTU4HO BanifoBaHow KOMM'IOTEPHOI NPOTpamMoto SAP, Cropirka: 3/3
bl o BamipoBaHoN K e s







JEPXKABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npoe. Haaii Ceitauunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTTOY 37079055

BUCHOBOK
NMpo AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKoro 3acody

27.05.2025 Ne 25998/25/26

KO-MPEHECA®,

(HARMEHY BAHHS JIKAPCLKOO 3acofy 3 H0 3 PCeCTPAILiAINM NOCBLTHEHHIM )
Tabsaerkn, 8 mr/2,5 mr, no 10 rabaerok y Gaicrepi; no 9 Guicrepis y kapronuiii kopobui

(thopma BUnyCKY. 103y BalHs, BHA NaKyBalHA JiKapcLKoro 3acofy)
Homep peectpauiiinoro noceiguenns UA/10953/01/03 crpok aii peecrpauiiitoro nocsinuerus HeOOMeKEHM I
Cepisa nikapcokoro 3acoby Ne DE9266 Kinbkicts BBe3eHOrO Nikapeskoro sacoby 8470

Bupo6Huk "KPKA. 1.1., HoBo mecto", CiioseHis

(HARAMCHY BAHHS BUPOOHUKY JHKAPCLKOIO 30C00y, KpaiHa OXo/ ke )

Beeseno B Ykpainy CninbHe ykpaiHcbKo-€CTOHCBKE MANPUEMETBO y hopmi ToBapHCTBA
3 oOMexeHo0 BinosiaabnicTo "Onrima-®apm, JITA", ixent. kon:
21642228

(Hakimenysanns Ta ko 3a CLAPTIOY opuanunoi ocobu abo npizsuute. iv's. no Garskosi dizuunol
oco0u - nianpuemie, 1 Micle NpOWHMBAHIA T4 peecTpaliiinmui HoMep oBliKoBOT KAPTKH TaTHHKS
noaatkie abo cepist ra HOMEp nacrnopra)

IlpoTokon Bizyansuoro kourpomo ein 27.05.2025 N 1808/01.10-25/1.

3a pesynbTaTAMW EPKABHOIO KOHTPONK  BCTAHOBJEHO. LU0 nikapcbkuii jacit6  Beeleno B Vkpainy 3

AOTPHMAHHAM BMMOI 3aKOHOABCTRA 11010 3a0e3nevena axocTi aikapeuflix 3acobis.

Mukona XOJIOJIEHKO

T I

1 r_L_brm ROHTPO.IO) (Hisme) {IHIaTH Ta npiserLLe)

TRIAL MODE - a valid license will remove this message. See the keywords property of this PDF for mare information.



KPKA, a. ., Hoso mecTo

CEPTU®DIKAT SIKOCTI YTIPABITIHHA AKICTIO
LLimap'ewka uecta 6
8501 Hoso mecTo
CnoseHisi

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

Kon Neo: 7H6344

Ko-MNMpexeca®, Tabnerku, 8 mr/2,5 mr Ne 90

KpaiHa-BUpOOHMK: CroBeHis

1 Tabnerka micTTL 8 Mr nepuHaonpuny TepT-6yTUNamily Ta 2,5 Mr inganamigy
nikapcbka ¢opma: TabneTku

po3mip i Tun nakyBanHsa: no 10 Tabnetok y GnicTepi; no 9 Gricrepis y kopobui

Homep cepii: DE9266

Hata sypobHurea: 01.2025 |,D,aTa 3aKiHYeHHs TepMiHy npuaaTHocTi: 01.2028

PeecTpaliiHe noceigyeHHst Ne:
UA - UA/10953/01/03

HasBa i agpeca Bnpo6Huka, BignosiganbHoro 3a sunyck cepii: | NiueHsia Ha BUpoBHULTEO Ne:
KPKA a.a., HoBo mecTto 800-16/2024-4

LLmap’ewka uecra 6

Hoeo mecTo, 8501, CnioBeHis

Posmip cepii: 13.144 WIT

Unm nigTeepmaxyto, WO BULLIEHaBEAEHa iHdopMaLlis € AOCTOBIpHOK Ta TouHot. [aHa cepist npoaykuii Byna BupobreHa
(BKNIOYAIOUM NaKyBaHHS/MapkyBaHHs!) | MPOMLLNAa KOHTPOSb AKOCTI Ha BULLEBKasaHil AinbHULi B NOBHIl BiANOBIAHOCTI i3
sumoramm GMP, BCTaHOBMEHUMWU MICLEBMM PErynsTOPHUM OpraHoM, a TakoX Y BignoBiAHOCTI 40 cneuudikadii
peecTpauiitHoi  JoKyMeHTaLlii, satsepaxeHol B YkpaiHi gns  [ocnifxysaHoro nikapcekoro 3acoby. [poTokonw

BUPOBHWLITBA, NakyBaHHS | KOHTPOITS AKOCTI NepesipeHi i BianosiaaoTs Bumoram GMP.

Cepisa BunyLUeHa y BignoBigHocTi i3 gitovoto Bepcieto MKS UA/10953/01/03.

Lara Bunycky Ha puHokK: Ocoba, signosiganbHa 3a sunyck J13 Ha prHoK
p
07.02.2025 Angpes CeHiua

Hanunit cepTudikaT AKoCTi Mae enekTpoHHUI nignuc. [Hara apyky ceptudpikaty: 15.05.2025

CepTudhikaT CTBOPEHO aBTOMATUYHO BaNiA0BaHOK KOMM'KOTEPHOK nporpamoto SAP. Cropitka; 1/3
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CEPTUDIKAT AKOCTI

KPKA, a. 4., Hoso mecto
YAPABNIHHA AKICTHO
Lmap'eLka uecra 6
8501 Hoso mecTo
CnogeHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne: 7H6344
Ko-MNpeHeca®, Tabnetky, 8 mr/2,5 mr Ne 90
kpaiHa-BupoGHuK: CrioBeHis
1 Tabnerka MICTUTL 8 MF epuHaoNpuny TepT-GyTunamidy Ta 2,5 mr iHpanamigy
nikapcoka dropma: TabneTku
po3mip i TN nakysaHHsa: o 10 TabneTok y GnicTepi; no 9 GnicTepis y kopobui
Homep cepii: DE9266
[ara supobHuyrea: 01.2025 I,ElaTa 3aKiHYEHHS TepMiHy npuaaTHocTi: 01.2028
Ha3zsa nokasHukis Crieundikauis PesynbTtat BunpofysaHb Mp.*
Onwnc Kpyrni, anerka ABoonykni Tabnertku sip Binoro Ao Bignosiaae -
maiike Binoro KoNMbopy 3 HACIHKo 3 0fHOro Boky
laeHTuchixauisn nepuHacnpusly | Yac yTpumysanHa niky nepuHAonpuny Ha Bignosigae -
epBbyminy — BEPX XpomaTorpami po3unHy 3paska (SaS) mae signosipatv
Yacy yTpUMyBaHHS Niky NepuHAoNpUNY Ha
XpOMATOrpami po3umHy craHaapty (SS)
inenTudikauis nepuHaonpuny | fnsima Ha XpomaTorpami po3uuHy 3paska (SaS) mae Bignosiaae -
epbyminy — TLX BianoBigaT 3a 3HaueHHsM Rf Ta popmoto nnsmi Ha
XpOMaTorpami po3unHy craHaapTy 2 (SS2)
|geHTuchikauia iHganamigy — | Yac ytpumysanHs niky iHAanamigy Ha xpomatorpami Bignosipae -
BEPX posumHy 3paska (SaS) mae signosiaaru vacy
yTpUMyBaHHs Ky iHaanamigy Ha xpomarorpami
pO34MHy CTaHaapTy (SS)
|aeHTudbikauis inaanamigy — | MNnama Ha xpomaTorpami po3unHy 3paska (SaS) mae Bianosigae -
TLX BignosiaaTv 3a 3HaueHHam Rf Ta opmoto nnsami Ha
XpomaTorpami posunHy cranaapty 1 (SS1)
OAHOPIAHICTL 4030BAHUX MpuiimansHe yucno (AV): He Binbwe 15,0 3,0 -
OfVHULb —~ OAHOPIAHICTE
BMICTY NEpUHAONpUnY
epbyMiHy
OpHOPIAHICTL 4,0308aHUX MpuitmanbHe uncno (AV): He Ginbwe 15,0 2,3 -
OfVHULb — OAHOPIAHICTL
BMICTY iHAanamigy
CynyTHi AOMitLKu — He 6inbe 0,2 % <= 0,10 -
fukeToninepasuH
CynyTHI AOMILLIKN He 6inblue 0,3 % <=0,10 -
nepuHaonpunat
CynyTHi JOMILLKN ~ He 6inblue 0,5 % <=0,10 -
iHaanamigy aomiwka B
CynyTHi gomitkn — OguHuari | He Ginbwe 0,2 % <= 0,10 -
LOMILLKM
CynyTHi gomituku — Cyma He Binblue 1,5 % <= 0,10 -
KinbKicHuiA BMICT - 95 - 105 % Bia 3a3Ha4EHOT KinbKoCTi 100 -
nepuHAonpuny epoymidy
KinekicHuin BMICT - inganamigy | 95 - 105 % Big,_3azHaqeHoi KinbKOCTi 100 -
PosuvHeHHst nepuHaonpuny | He menwe 70 % (Q) sia 3asHaveHol KinbKoCTi 96 -98 -
epbyminy NpoTArom 45 xBuAuH
Po3unHeHHs - iHganamiay He meHLwe 70 % (Q) Bi4 3a3HaYueHO! KiNbKOCTI 92 -95 -
npoTsirom 45 XBUNuH
Mikpobionoriusa AKicTe ~ He Ginbue 1000 KYO B 1T - *1
3aransHa KifbKicTs aepoBHUX
mikpoopratiamis (TAMC)

[anvii cepTudikaT AKOCTI Mae eneKTPOHHWA NiANuC.
CepTuchikaT CTBOPEHO aBTOMAaTNHHO BaniAoBaHoo KOMN'IOTEPHOIO Nporpamoto SAP.

[ata apyky ceptudpikary: 15.05.2025
CropiHka: 2/3



KPKA, 4. 4., HoBo mecTo
CEPTUDIKAT AKOCTI YMPABRIHHA SKICTIO

Wmap'eluka uecra 6

8501 Hoso mecro

CnoseHist

Ten.; +386 7 3312 111

En. nowra: info@krka.biz

Kop Neo: 7H6344

Ko-MNMpe+xeca®, Tadbnetkn, 8 mr/2,5 mr Ne 90

KpaiHa-BUpOOHMK: CnoBeHin

1 vaGneTtka mMicTUTbL 8 MIr nepuHaoNpuny TepT-OyTunamidy Ta 2,5 Mr iHganamigy
nikapcbka copma: Tabnerkm

po3mip i TN nakyBaHHA: no 10 TabneTtok y 6nictepi; no 9 Gnictepis y kopobui
Howmep cepii: DE9266

Hata supobHuyrea: 01.2025 |D,aTa 3aKiHYeHHA TepMiHy npuaarHocTi: 01.2028
Hassa nokasHukis Cneundikauis PesynbraTty BunpobysaHb Mp.*
Mikpo6GionoriuHa sxicTs — He 6inbwe 100 KYOB 11 - 1

3aranbHa KinbkicTb
LPDRANKOBUX Ta NACEHEBUX
rpubis (TYMC)
MikpobionoriduHa siKicTb - BigcytHis 1 r - *1
Escherichia coli
Mp.* = MNpumiTka
*1 BUNpoByBaHHA NPOBOAUTLCS BIANOBIAHO A0 nporpamu (onucaxa B MKH)

[anuin cepTudikaT SKOCTI Mae enekTpoHHWIA nignuc. [Hara apyky ceptucpikaty: 15.06.2025
CepTudhikaT CTBOPEHO aBTOMATUUHO Basi40BaHOI0 KOMM'IOTEPHOIO Nporpamoio SAP. CropiHka: 3/3
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