TIEPHUIKCIIYKBA
JIEP’KABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMH
Y JHIIPOIIETPOBCHKINA OBJACTI

Iuinpo, n.CobopHa,4, k. 601-605, 49005, Ten. {066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.goy.ua, Kox €J/IPTIOY 37070665

BUCHOBOK
npo sIKicTh BBe3eHoro B Ykpainy Jikapcbkoro 3acody
09.04.2022 Ne 14201/22/0411
KO-AMJIECCA

{nalMenysanus nikapcexoro 3acoby 3rinHo 3 pECCTPAIliHHUM TI0CBIAHEHHAM )
TabaeTkH no 8 Mr/2,5 mr/5 mr no 10 TaGaeTox y 6aicrepi; no 3 Gaicrepu y KaproHmiii
xopooui

((hopMa BUILYCKY, 103YBAHHA, BHA TTAKYBaHHs Nikapcekoro 3acofy)

Homep peectpauifinoro noceinuenns UA/14678/01/01 crpoxk nif peectpauiiinoro nocainueHHs 01.01.2099

Cepin nikapcskoro 3acoby Ne NL4829 KinbkicTn BBe3eHoro nikapcskoro 3acoby 32160
BupoGruk KPKA, p.x., HoBo Mecto, ClioBeHis
{HalfiMeHyBanus BUPOOHMKA NiKapchkoro 3acofy, kpaiHa MAX0LKCHH )
Bee3seHo 8 YKpaiiy ToBapucTBO 3 00MekeHO10 BianopinaabnicTio "baJlM", izent. ko
31816235

(Hafimerysakns Ta kog 3a CAPTIOY 1opuanunoi ocobu abo npissuue, iM's, no GatskoBRl Pisuun’
ocofu - manpremua, 1 Miclie NpoOHBaHNS Ta peccTpauifitmii HoMep 00MiKOBOT KAPTKK T
noaaTkis afo cepid Ta HOMEp MacnopTa)

MpoToxea sisyansnoro koutpomo sin 08.04.2022 Ne 07-01/679/36.

3a  pesylbTATAMH  JIePXKABHOTO KOHTPOMO BCTAHOBJIGHO, WO Jiikapchbkuii 3acid  saeseHo B Vkpaly o

JOTPHMAHHAM BUMOT 3aKOHOAABCTBA 10RO 3a0e3NeueHH s AKOCTI JIKapChKkuX 3acobiB.

HauanpHuk JlepxasHol cayxOu 3

JIKapchKUX 3acoBGiB Ta KOHTPOIIO 33 .
P ; TPOJTIO 38 I0nis OBUAPEHKO
HapKOTHKaMH y JIHIIIPONCTPOBCHKIH
obnacTi el
(moca108a ocoBa opraHy AepiaBHOIO KOHTPOILD) (ninnh{)) {iniiany Ta upizBHIILK)
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CORYMEHTIE

Kapina Buwnskosa +38(066)345-4}-7]



CEPTUDIKAT AKOCTI

(L4 KRKN

KPKA p.4., Hoeo mecTo

Dava: 28.03,.2022
Cropinka: 1/3

Kon Ne: TF0874

Ko-Amnecca, TabneTku no 8 mr/2,5 mr/5 mr Ne 30
KpaiHa-supoBHUK: CnoBeHin

1 rabneTka micTuTL 8 Mr nepuHaONpUNY TepT-OyTUnaminy, 2,5 mr inpanamigy ta 5 mr amnoauniny (y
BUrnAAiaMmnoauniHy Gecunary)
nikapcobka dopma: Tabnetku
po3Mip i TN nakyeaHHA: no 10 Tadnetok y Gnicrepi; no 3 GnicTepu ¥ KapTOHNKIW Kopobui

Cepis: NL4829

Poamip cepii: 52.320 WUT

fata supobHuurea: 12.2021

Hata 3akiHyeHHA TepMmiHy npuaaTHocTi: 12,2023

UA - UA/14678/01/01

PeecTpauiiiHe noceigyeHHs Ne:

KPKA a.Aa., HoBO MecTo
Wmap’ewka wecta §

Hassa i agpeca supoBHUKa, BIANOBIAANEHOMD 33 BUNYCK cepii:

Hoeo mecro, 8501, Cnorenin

NiueHsia Ha supoSHuuTBO Ne:
800-13/2018-6

Haaga NoKasHukie

Creundgikauin

PesynsTaTth sunpoBybame

MNp.*

Onue

Big 6inoro po Maiixe Ginoro konLopy, KPyrRi,
ABOONYKNI TABNSTHW 3l CKOWSHWMK KDasMIA

Binnosipnae

CynyTHI goMilmm —
AWKOTORINSPAIWH

He Ginbwe 0,2 %

<= 0,10

CynyTHi gomilwky —
NepuHAONPrYNAaT

He Ginetue 0,3 %

<=0,10

CynyThi nOMiLLIKK —
inganamiay gomilxa B

He Ginbwe 0.5 %

<=0,10

CynyTHi BOMILLIKK —
amnoguniHy gomiwka D

He Ginbwe 0,3 %

<=0,10

CynyTHi AoMilWKW — 00WHWYHE
HelgeHTUdKOBaHS AOMILLKA

He Ginvwe 0,2 %

<= 0,10

CynyTHi nomiwky — sarantHa
KiNbKICTb

He Ginblue 1.5 %

<= 0,10

OpHOpiAHICTL AO30BAHKMX
OAMHHLL — DAHOPIAHICTE
BMICTY NEpPUHAONPUNY
epGymiHy: 3HaveHHs
npuiManbHoro yvcna (AV)

He Ginbwe 15,0

3,6

OAHOpIAHICTE A0ICRAHMX
OAAHWUL — OOHOPIARICTE
BMICTY iHDanamigy: SHaveHHn
NDHAMANBHOTG YWena (AV)

He Binowe 15,0

3.2

OAHOPIARICTE A030BaHWX
OOMHHLE — OAHOPIAHICTE
BMICTY amnoaunivy:
3HAUEHHA NPUIiManLHOro
| yncna (AV)

He Ginewe 15,0

37

|lnenTudikauin nepuHgonpuny
epbymiHy — BEPX

Yac yTpHUMyBaHHA Riky NepUHOonpuny Ha
XpoMaTOrpami poaduHy 3paska (SaS) mae eignoeigatu
uacy YyTPUMYBAHHA NiKy NEpUHACNPUAY Ha
XpoMarorpaMi pogyuHy cranaapTy (SS)

Bianoeipae

Nanui cepTudikaT AKOCTI Mag BNBKTPOHHWIA Nianuc.
CepTudikaT cTBOPEHO aBTOMaTHYHO BANIAOBAHOK KOMM'IOTEPHOI NporpamMots SAP,




CEPTUDIKAT AKOCTI

(T4 KRKA

KPKA an., Hoeo MecTo

fara: 28.03.2022
Cropinka: 2/3

Koa Ne: TEQ0874

Ko-AMmnecca, TabneTku no 8 mr/2,5 mriS mr Ne 30
Kpaina-seupobHUK: CnoBeHinA

1 TabGneTtxa MiCTUTL 8 M nepuHAONPUIY TepT-GyTHUnaminy, 2,5 mr inganamiay Ta 5 Mr amnogmniny (y
eurnagiamnoaunivy 6ecunary)
nikapchKa hopma:; Tabnetku
po3mip i TMN nakysaHHA: no 10 TaGnetok y 6nlctepl; no 3 GnicTepu vy kapTroHHin kopobui

Cepin: NL4829

Poamip cepii: §2.320 LUT

Jarta supobHuursa: 12.2021

Jara aakiH4eHHs TepMiHy npuaatHocTi: 12.2023

UA - UA/14678/01/01

Peectpauiiine noceiguerHsa Ne:

Wmap’ewika wecta 6

Hassa | agpeca Bupo6ruKa, BiZROBIAANLHOrO 3a BUMYCK Cepil:
KPKA p.a., Hoeo mecTo

Hoso MmecTo, 8501, CnoseHin

Niuenain Ha BUpoBHUUTBO Neo:
800-13/2018-6

80%(Q)

Hazsa nokazHuKis Cneundikauis PasynbTaTH BunpobypaHt NMp.*
laeHmudikauin nepungonpuny | OcHobHa NnAmMa Ha XpoMaToTpamMi posuMHY apaska Blanosinae -
epByminy — TIUX (SaS) mae sianosigath 3a Rf, poamipom Ta konbopoM
OCHOBHIH NNAMI Ha xpomaTorpami posuKHY CTaHAAPTY
{88)
laenHTugikalia iHganamiay — | Yac yTpumyeaHHs niky iHaanamigy Ha xpomaTorpami Bionosinac -
BEPX PO3uMHy apaska (SaS) mae signoeigatu vacy
YTPHMYBaHNMA NiKy iHAaramigy ha xpoMaTorpami
PO34MHY CTaHOapTY (SS)
laeHTuchikauia inganamiay - | OcHoBHa Nnsma Ha XpoMmaTorpami pozdYMHy Ipaska Bignosigae -
TWX {5a8) mae sianostgaTy 3a R, poaMipoM Ta KONbOPOM
OCHOBHIN NMNAMI Ha XpoMaTorpaMi POSHKHY CTAHRAPTY
(58]
|neHTudbikavia amnogunivy — | Yac yrpumyBaHHs niky amnoauniny sa xpomatorpami | Bignosigae -
BEPX posuuHy spaaxa (SaS) Mae vignoeinaTtu Yacy
YTPUMYBAHHA Niky aMnogunidy Ha XpoMaTorpami
PONMHY cTaHaapTy (S8)
laenTudikaLlin amnogunivy - | OcHoBHA NNAME Ha XPoMATOrpami PO3MWHY apaska Bignosipae -
TWX {8aS) mae signosinaTti 3a Rf, po3amMipoM Ta konbopoM
OCHOBHIH NNAMI HG XpoMaTorpami posYuHY craHaapTy
{88)
KinbKicHWii BmicT 95 - 105 % ein 3asHaveHOT KiNbKOCT 103 -
nepuraonpuny epbyminy
KinbkicHui BMicT inganamiay |95 - 105 % big 3asHayveHoi KinbkocTi 100 -
KineicHi smicT amnopuniny | 85 - 105 % sig 3a3HaveHoi KinbkocTi 102 -
PasuuHeHHA nepumponpuny | He meHwe 85 %BiA 3a3H.xin.npoTarom 20xsun. 95-98 -
| epByminy 80%(Q)
PozuvHenHA iHganaminy He menwe 80 %bin 3aad.kn.npoTarom 45xeun. 88-01 3
75%(Q)
PosquHeHHA aMnoguniHy He menwe 85 %big 3a3u.kin.npoTArom 20xavn, 96 - 100 -

MikpoBionoriyda akicTs —
3araneHa KNekicTe aepo6HUX
MikpoopraHiamie (TAMC)

He Ginbwe 1000 KYOB 1T

*1

Lanui cepTudikaT AKocTi Mae SNEKTPOHHWA Nignuc.
CepTudikaT CTBOPEHO SBTOMATHYHO BaNIAOBAHOID KOMN'IOTEPHO NPOrpaMolD SAP.




(T4 KRKN

CEPTU®IKAT AKOCTI KPKA a5, Hoso mecTo

fara: 28.03.2022
CropiHka: 3/3

Kon Ne: 7F0874

Ko-Amnecca, Tabnetkn no 8 Mri2,5 mr/5 mr Ne 30

kpaina-enpobiunk: Cnosewin

1 TaGneTka MICTUTL 8 Mr nepuHACNpPUNY TepT-ByTUnamiHy, 2,5 Mr inganamiay Ta 5 mr amnoauniny (y
surnagiamnoguniny Gecunary)

nikapcuKa thopma: Tabnetku
po3mip i TUN nakysaHHA: No 10 TabneTok y GnicTepi; no 3 6nicTepu y KapToHHiK KopoBuyi

Cepin: NL4829 Poamip cepii: §2,320 IUT

Hara supobHuursa: 12.2021 ara saKiHyeHHs TepMiHy npugaTHocTi: 12.2023
PeecTpauiiiHe noceigueHHA Na:

UA - UAM4678/01/01

Hasea i anpeca supobHuka, sianosigansHoro 3a sunyck cepii: | NiueHsis Ha BUPoBHULTEO Ne:
KPKA a.n., HoBo mecro 800-13/2018-6

Uimap’ewxa yecra 6

Hoso mecTto, 8501, Cnopenin

Hazsa nokasHukie Cneuundiranin Peaynetath BunpobyeaHL Mp.*

MikpoGionoriyHa AkcTs — He Sinbwe 100 KyO B fr - *1
3arancHa KinkKicTs
APKOKOBUX Ta NICEHEBUX
rpubie (TYMC)
MikpobionoriyHa AKicTs - BiacytHie 1 r -
Escherichia coli
Mp.* = Npumitka
*1 BunpobyeaHHA NPoBOOUTLCA BIANOBIAHG A0 NPOFPaMW (oNUCaHa & MKA)

“1

Linm niaTeepaxyto, Lo ulleHaBegeHa IHOPMaUIA € ACCTOBIPHOIO Ta TouHOW. [laHa cepis npoAykuii yna supobnexa
(BKMIOYaI0MM NaKyBaHHR/MaPKYBaHHSA) | NPOMLLNA KOHTPONEL AKOCTI Ha BULLEBKa3aHIM AiNbHUUI B NOBHIK signosianocTi i3
BuMoraMn GMP, BCTaHOBNEHVMMW MICLIEBUM PEryfSTOPHUM OPraHoM, a TaKoX y sianosigHocti Ao cneuudikayii
peecTpauiiiHol  gokyMeHTauii, 3saTeepaxeHoi B YkpaiHi ana  gocnipkyeaHoro nikapcskoro sacoby. MNpoTokonu
BUpPOGHUUTBA, NaKyBaHHA | KOHTPONA AKOCTI NepesipeHi | BIGNOoBIAaKTL BMMoramM GMP.,

Cepis Bunywena y BinnoeiaHocTi is Ailouoio sepcicio MKA UAM4678/01/01.

[ava svnycky Ha puHoK: Ocoba, sinnosinanbHa sa sunyck N3 Ha puHOK
02.02.2022 AHppen CeHiua

.

YNPABNIHHA AKICTIO
KPKA, n.a., Hoso mecto
Llimap'e wka uecTa 8, 8501
CnoaeHia

Hanuii ceprrdikaT AKDCTE MBS @NBITPOHHKIA NigNKC,
CeprudikaT cTEOPEHD aBTOMATHYHO BaNA0BAHOI KOMN'loTEPHO NporpamMos SAP,
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