NyGniune axylowepre mosapucmeo «Hayxoeo-eupobHuvuld yewmp NMy6nuyKoe akyuonepHoe oSuiecmeo sHayyHo-npouseodcmaentsil yenmp

«BOPLUAMIBCLKHA XIMIKO-®APMALIEBTHYHHA 3ABOL» @ «EOPLYAIOBCKHA XHMHKO-®APMALEBTHYECKHHA 3ABOL»
Biddin Konmponro Sikocmi Omden Konmponn Kavecmea
CsigoyTeo npo aTecrayjilo Ne MT-410/14 sig 03.12.14 sxd)g CengeTenncreo of arrecrayvn Ne MT-410/14 o1 03.12.14
sngaxe AN "YkpmeTprecTcTangapt” eigaHo M "YxpMeTpTeCTCTARAaPT"
Ceigoyreo npo arecrayiio Ne 96 sig 20.01.12 CeupetenscTeo of atTecTaunm Ne 86 ot 20.01.12
euaaHe [lepxasHow cnyxBor Ykpaltd 3 nikapcekux 3acobis BblaaHo MocyaapcTeeHHOl CnyxGod YrkpanHbl N0 NeKapCTBeHHbIM CPeacTBaM
Yrpaina , 03134, m.Kule, Byn.Mupy, 17 YepanHa, 03134, r.Knes, yn. Mupa, 17
Ten. 205-41-38, 402-76-36, paxc 40140-36 Ten. 205-41-38, 402-76-36, chaxc 401-40-36

CEPTU®IKAT AKOCTI

(Ceprudcukar kayecrsa)

riaAPOXNOPTIA3UA

(ruapoxnopTuasug)
Tabnetkn no 25 mr, no 10 Tabnertok y 6nictepi, no 2 Gnicrepm B Nauyi
(TabneTku no 25 mr, no 10 Tabnetok B BnucTepe, no 2 Gnucrepa B nauke)

Ne cepii (cepun) 0201220 KinbkicTh B cepli (konwyecTso B cepun) 62068 wr.

Peecmggluug nocalgqonun {gemcrgaguounoe CBﬂQeTeanTBO) Ne U&6721101IO1

Data Bupo6HuuTBa (gaTa npowssoacrea) _ 01.12.2020

BunpobyeaHnsa npoBegeHe 3rigHo MeToaie koHTponto sikocTi N13 Ne SFP-163-03
(ucnbiTaHus NpoeeaeHsl cornacHo MeTogoB koHTpons kadectsa JIC Ne SFP-163-03)

py, 3 ABOONYKNOK NoBepxHer. Ha nosepxHi TabneTok gonyc-
KacTLCA MapMYypoBICThL | BKpanneHHs ciporo konbopy
(tabneTku Genoro unu Bencro ¢ XenToBaThiM OTTEHKOM LiBeTa,
C ABOAKOBLINYKMON NOBEPXHOCTbI. Ha NoBepxHOCTH TabneTok
[,0NYCKAETCH MPaMOPHOCTb W BKpaN/eHWs ceporo UseTta)

Moka3HKuKK AKOCTI KpuTepii npUHHATHOCTI (KpUTEPUK NPUEMNEMOCTH)
Pe3ynbTaTi (pesyneTatsl)
(noxasartenu kauecTea) npy1 BUNYCKy (Npu Bbinycke)
Onuc (onucaHue) Tabnetkun Ginoro abo 6inoro 3 Xo0BTyBaTUM BIATIHKOM KONLO- TabneTtku 6inoro xonsopy,

3 ABOOMYKINOK NOBOPXHEK
(tabneTkn 6enoro UBeTa,
C ABOSKOBLINYKNOW NOBEPXHOCTLIO)

Bianoslgae (cooTeeTcTByET)

laeHTudikauin (waeHTHdUKaUmR) : A. YO - cnexTp nornMHaHHA Bunpo6oByBaHoro p-Hy B obnacrl
B8ia 250 M Ao 350 HM NOBWHEH MATH MaKCHMYMH 38 BOBXWH
XBHNb 273 HM | 323 HM (YO-CnekTp NOrnoweHHa HenbiTyemoro
p-pa B obnactv o1 250 HM 40 350 HM 0/MKEH UMETE MaKCUMYMbI
npi ANUHAaX BONH 273 HM U 323 HM)

Bianosigae (cooteeTcTayeT)

B. Ha xpomartorpami BUnpoboByBsaHoro p-Hy Mac BUABNRTHCA
OCHOBHA nNAMA Ha piexl ocHoBHOY NNAMK Ha XxpomaTorpami
p-Hy nopieHsHHA, Bianosiaxa i 3a po3mipom | IHTeHcuBHICTIO
3a6apBNeHHA (Ha XPOMaTOrpaMme UCMLITYEMOro P-Ha 4OMKHO
06HapyXUBaTLCA OCHOBHOE MATHO Ha YPOBHE OCHOBHOIO MATHA Ha
XpomaTorpaMme p-pa CpasHEHWA, COOTBETCTBYIOWanA eMy no
pa3MEPY U UHTEHCUBHOCTK OKpACKW)

Blanoeinae (cooTeercreyeT)

e Ginbwe (e Gonee) 10° KYO (KOE)B1r

CepeaHna maca (cpeaHAn Macca ) Big (o1) 123,5 mr go 136,5 mr (130 mr 5 %) 127,5 mr
Po3unHeHHs (pacTeopeHne) He meHwe 75% (Q) rinpoxnopriazuay 3a 45 xB 6.6 %
(He meHee 75% (Q) ruapoxnopTuasuaa 3a 45 MUH) £
CynposiaHi Aomiwkwu
(conyTcTayrowme npumecu):
- okpemol domiwku (omdensHol npumecu) He 6inblwe (He Gonee) 1,0 % <10%
= CyMU GoMiWoK (CyMMmsi npumeced) He Ginbwe (He bonee) 2,5 % <25%
OpaHopiaHICTL 4O30BAHMX OOQWHKLB MpenapaT Mac BUTPWMYBaTH BUNpODyBaHHA. Po3paxyHoOK npHi- ‘
(0AHOPOAHOCTL A03UPOBAHHBLIX 4WHUL) ManbLHOro Yucta (AV) NpoBOASTL METOZOM NPAMOrO BU3HAUYEHHSA 6.9 % |
(NpenapaTt AOMKEH BbIAEPXKMBATL MCNbITAHWA. PacyeT NpUueMoYHoro ' |
yucna (AV) NpoBOAAT METOAOM NPAMOro ONpeaeneH1a)
KinekicHe Bu3HaYeHHRA
(konuuecTeeHHOE anpeaeneHue): Big (o1) 23,75 mr no 26,25 wr,
- 2idpoxnopmiasudy (2udpoxnopmuaauda) B nepepaxyHKy Ha cepeaHIo Macy Tabnerku 24,86 mr
C;HzCIN,0,5;) (8 NnepecHeTe Ha CPeaHIoK Maccy Tabnerkn)
MixpoGionoriyna uacrora 3aranbHe YMCNO aepoGHKHX MikpoopraHiamis
(MukpoBuonoruyeckan YMCToTa) (oBwee Ynueno aapobHLIX MUKpoopraHuamos) - TAMC - Bianosinae (cooreercTeyeT)

3aranbHe YUCNO ApKIKOBMUX Ta NniceHesux rpubis
(obLee 4ncno APONCKEBbIX W NNecHesbix rpubos) - TYMC -
ne Ginbwe (He Gonee) 10° KYO (KOE) B 1

Bianosipae (cooTteeTCTBYET)

BiacyTHicTs (oTcyrcTaune) Escherichia coli B1 1

ngggl.qae_ {cooTBETCTBYET)

Ynakoska (ynakoska) Noeunex signosinatu sBumoram HI -
(AOMKEH COOTBETCTBOBATL TpafosaHnaM HA) Blgnosiiie- (coarpercTeyeT)
MapkyBanHa (MapkupoBka) MoeureH slgnosigaTv Bumoram HO : Saver
(aorvkeH cooTBeTCTBOBATL TpebosaHuaM HI) Bm"n?ms (oee )
TepmiH NPUAATHOCTI (CPOK rOAHOCTH) 5 pokie (ner) Ho 12,2025

BucHoBok BKA: BianoBigae BWAMOram MeTo.nin xompomo akocTi 13 Ne SFP-163-03

(3akniouenve OKK.  CooTeeTtcTayeT

C Ne SFP-163-03)

1A 2040p.

Hau. BKA (0kK) : TMepewxo QL. . -avpof ’; "'fcf’ "
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NYBJIHYHOE AKUHOHEPHOE OBUECTBO «HAYYHO-ITPOH3BOACT BEHHBII1
LIEHTP «BOPLIIATOBCKHIA XUMHUKO-®APMAIEBTHYECKUI 3ABO/I»

Ykpauna, 03134, r. Kues, y1. Mupa, 17

Ten. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 205-03-14 (YnonsomoueHHoe HUo)
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CEPTHU®UKAT CEPUMU IJI JEKAPCTBEHHOI'O CPENCTBA
I'uapoxaoprHasui, TabiaeTkn mo 25mr

HaumeHoBaHHE NPOAYKUHH
JlekapcTBennas ¢popma

Cuna
JeiicTBHA/AKTHBHOCTH

Pasmep ¥ THN YNaKOBKH
CTpaHa-npoH3BOJUTEIb

Homep perncrpauMosHOro
CBHETe/ILCTBA
Homep cepuu

Pasmep cepun

JlaTa npou3BoACTBAa

JlaTa oKOH4YaHHA CPOKaA
rOAHOCTH

Ha3sBanus, agapeca H
Homepa JIHIEeH3HH BCeX
Y4aCTKOB NPOH3BOACTBA H
KOHTpOJIA KayecTBa
Cepruduxarel GMP
Y4aCTKOB, YKa3aHHbIX B
n.10

Pe3ayibTaThl aHAIM30B

KomMMeHTapHH

3asBneHue 0
CePTHPHKAUHH

DaMuIus, NOANUCHL H
JOJIKHOCTD JIH1A,
BBLIABILIEro pa3pelleHHe Ha
BLINYCK CEepHH

I'mapoxaopTHaIng
TabneTkys no 25 Mr

1 TabneTKa CONepKHT: MHAPOXIOpTHa3Kaa (B nepecyete Ha 100%
CYXO€ BEIUECTBO) — 25 MT

ITo 10 Tabnetox B 6nucrepe; no 2 6GnucTepa B Nayke
Ykpanna
UA/6721/01/01 (YkpanHna)

0201220
62 038 yn.
01.12.2020
10 12,2025

Yxpauta, 03134, r. Kues, yn. Mupa, 17,
nuuensus AB Ne598003;
ceuzeTenbeTBo 06 arrectaumnu nabopatopuit OKK Ne96

Ne017/2019/GMP po 18.01.2022

INpuBeneH:l B cepTHdHKATE KayecTsa

HacTOALMM NOATBEP)KAAl0, YTO BbIlIEYKA3aHHAs HHQOpMaLHa
SBASeTCA JOCTOBEPHOH M TOYHOH. DTa cepuA npoAykunu Obina
npou3ssefieHa (BKMIOUAs  YNakKOBKY/MapKMpOBKY) W  NpOBEMEH
KOHTPONb €€ KadyecTBa Ha BHIMIEYKA3aHHOM YYacTKe B MOJIHOM
cooTBeTcTBHH ¢ TpeboBannamMu GMP, ycTaHOBNEHHBIMH MECTHBIM
peryisTOpHBIM ~ OpraHoM, a Takke B  COOTBETCTBHH  CO
crieuQuKaLUAMH, KOTOPblE COAEPKATCA B PETHCTPaLMOHHOM JOChE.
INpoTokonbl NpoW3BOACTBa ObIAH TNPOCMOTPEHBI M YCTaHOBIIEHO
cootsercTBue GMP

Manamapuvk E.A.

YnoanomMoueHHOE THUY

JlaTa noanHcaHHA



«EOPLATIBCLKUA XIMIKO-®APMALIEBTHYHUA 3ABO»

«50PLIAFOBCKHA XHMHKO-0APMALEBTHYECKHA 3ABO/s

Ny6nlune axkyloHepne mesapucmeo «Hayxkoao-8uUpoGHUYUL YEHMP @ MyGnu4roe akyUoHepHOe obuecmeo sHayyHo-npou36QIcmeeH bId YsHp

Biddin Konmponto Sxocmi Omden Koumpons Kavecmsa
Ceigoytao npo atecTaviio Ne 86 sig 20.01.12 Bxcps Canperenscrao o6 aTTecTauyy Ne 86 ot 20.01.12
aupane [lepxasHol cnyxGoio Yrpaiuu 3 nixapebkviX 3acobia BbIAGHO MOCYAPCTBEHHOMA CRYXBOi YKpanHbt N0 NBKAPCTBEHKbIM CPEACTAAM
Yxpaina , 03134, M.Kwla, 8yn.Mupy, 17 Yxpauus, 03134, r.Kuen, yn. Mupa, 17
Ten. 205-41-38, 402-76-36, Qaxc 401-40-36 Ten, 205-41-38, 402-76-36, daxc 4014036

CEPTUDPIKAT AKOCTI

(CepTudoukar kauectea)

raPOXNOPTIA3NA

(rmgpoxnopTraswa)

Tabnetku no 25 mr, no 10 Tabnevok y GnicTepi, no 2 6nicTepu B nayyi
(rabnetkn no 25 Mr, no 10 Tabnetok B Bnvcrepe, no 2 GavcTepa B nayke)

Ne cepii (cepum) 1420421 KinbkicTb B cepii (konuyectso 8 cepnu) 60402 wr.
Oata BupoBuuyTBa (gata npovssoacTea) _14.04.2021

PeectpaliriHe nocein4eHHs (peructpaunorHoe ceunetenscreo) N2 UA/6721/01/01

Tepwmin aif peectpauiiiHoro nocBinyeHHs HeoGMeXeHUI (Cpok AeNCTBUS DErMCTDALUMOHHOTO CBUIBTENLCTBA HEOIDAHUIERHBIN)

Bunpobysarina nposegene 3rigHo MeToais koHTponto sikocTi J13 Ne SFP-163-04
(vcnbiTaHua nposepetbl cornacko Metogoe koHTpona kavecrsa JIC Ne SFP-163-04)

pY, 3 ABOONYKINOIO NoBepxHew, Ha nosepxHi Tabnetok gonyc-
KacTLCA MapMypoBicThL | BKpanneHHA ciporo konbopy
(trabneTky 6enoro unv Genoro ¢ XenToBaTbiM OTTEHKOM LBETa,
€ ABOAKOBLINYKNON NOBEPXHOCTLI0. Ha nosepxHocTu Tabnetok
AonyckaeTcs MpaMopHOCTbL M BKpanneHus ceporo LgerTa)

TNoxa3HuKK sKocTi Kpurepii npuHHATHOCTI (KpUTepun npyuemnemMocTy)
PeaynbTaTtu (pesynstatsl)
(noxkasatenu kayecTea) NpH BHMYCKY (Npy BbINYCKE)
Onwuc {onvicanme) TabneTtkH 6inoro abo 6inoro 3 XOBTYBAaTUM BIATIHKOM KONLO- Tabnerku 6inoro xonbopy,

3 [BOONYKIIOK NOBEPXHEH
(Tabnetkn Genoro upeta,
€ ABOAKOBLINYKINOA NOBEPXHOCTLIO)

Blgnosigae (cooTBeTcTayeT)

lhenTudikauis (wpeHTUDUKaLUA) ¢ A.YQ® - cnekTp NornUHaKHA BUpoboByBaHOro p-Hy B obnacti
Bia 250 HM A0 350 HM NOBUHEH MaTH MAaKCHMYMH 33 JOBXHH
XBUAbL 273 HM i 323 HM (YO-CrexTp Nnornowerys nenbiryemMoro
p-pa 8 o6nacty ot 250 HM A0 350 HM AONKEH UMETL MaKCUMyMb!
npy AAnHaxX BONH 273 HM U 323 HM)

Blgnosigae (coorsevcrayeT)

B. Ha xpomarorpami BUnpo6oByBaHOro p-Hy Mac BHABNATHCA
OCHOBHa nnAma Ha plaHl OCHOBHOT NMNAMK Ha XpoMaTorpami
p-Hy nopiBHAHHA, sianosiaHa 11 3a po3mipom | IHTeHcHBHICTIO
3abapaneHHs (Ha XPOMaTOrpaMMe MCNbITYEMOrO p-Ha AONXHO
obHapyx1BaTbCA OCHOBHOE NATHO Ha YPOBHE OCHOBHOTO NATHA Ha
XpomaTorpamme p-pa CpaBHEHVA, COOTBETCTBYKILAR EMy No
pa3Mepy U MHTEHCUBHOCTH OKPacku)

Bignosigae (coorsercrayer)

) 103 KYO (KOEYB 1 ¢

Cepeana Maca (cpegHan macca ) Bin (o7) 123,5 Mr 10 136,5 Mr (130 mr+ 5 %) 129,0 mMr
Po3uuHerHs (pacTeopexue) He menwe 75% (Q) riapoxnopriasuay 3a 45 xa 99,5 %
() e
(He menee 75% (Q) rMapOXNOpTHAINAA 38 45 MHH)
CynpoBiaHi aoMiliku
(conyrcTaylowue npumecu):
- okpemoi domiwku (omdensHol npumecu) He Ginbtue (1e Gonee) 1,0 % <1,0%
- cyMu QomiwoKk (cymmbi npumeces) He 6inbwe (He Gonee) 2,5 % <25%
OaHopianicTs A030BARUX OAUHKLL MNpenapat mac BUTPUMYBaTH BUNPOBYBaHHA. PO3paxyHoK NPHi-
(OAHOPOAHOCTL [03UPOBAHHEIX AWHNLY) ManbHoro uucta (AV) npoBoAATL MBTOAOM NPRMOTO BU3HAYEHHA 25 9%
(npenapaT AONKEH BbIAEPKUBATbL UCNLITAHUA. PacyeT npueMouHore i
4mncna (AV) NposoanT METOROM NPSMOTO Onipenenexmns)
KinobkicHe Bu3aHayeHHA
{konu4ecTBEHHOE onpegenexHve): Big (o7) 23,75 mr a0 26,25 mr,
- 2idpoxnopmiaaudy (zudpoxnopmuaszuda) B nepapaxyHKy Ha cepeaRIo Macy TabnerTku 24,69 mr
(C;H,CIN;0,83;) (B nepecyeTe Ha CPEARIO Maccy TabneTku)
Mikpobionoriuna yucrota 3aranuHe yueno aepofHuUX Mikpooprakiamis
(Muxpobuonoruueckan YucroTa) {oBwee uucno aapobHbIX Mukpoopraruamos) - TAMC - Bianoslaae (cootsetcrayert)

3aranbHe YucNo APDKAKOBUX Ta nniceHeBHX rpubis
(o6uee Ynucno ApoXKeBbIX ¥ NNecHesbiX rpubos) - TYMC -

1o Ginbwe (He Gonee) 402 KYO (KOEYs 1 ¢

Bianosinac (cooteetcTayeT)

BincytHicTe (oTcyTcTave) Escherichla coli B1r

Bignogigae (coovsercrayeT)

Ynakogeka (ynaxoeka) MoBHHaH BignosigaTi Bumoram HQ
(nonxeH coorBevcraoBaTth Tpebosanusm HA) Blanosiaac (cootaercrayer)
MapkyBaHHA (MapkupoBKa) NoBuxeH BignosinaTy BuMoram HO
(A0ONXEH COOTBETCTBOBATL TpebosaHuam HA) Bianosinae (cootaercrayer)
Tepmin npunaTHOCTI (CPOK FOAHOCTY) 5 pokie (net) fo 04.2026
BucHosok BKA:  Bignosiglac  Bumoram Merogis koHTponio axocti J13 Ne SFP-163-04
(3arniouetne OKK:  Coorsercteyer  TpeGobaHuaM M %Je SFP-163-04)
- HRCE fpo¥ {1}
Hay. BKA (OKK): Megewxko O.N. | ... =% 7 S lj" 2% » 05 207 p.
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NYBJIMYHOE AKIINOHEPHOE OBIIECTBO «HAYYHO-TIIPOU3BOACTBEHHBIIT
DEHTP «5OPLUATOBCKHH XHMHKO-®APMA EBTUYECKHH 3ABO/I»

Ykpanna, 03134, r. Kues, yn. Mupa, 17

Ten. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 205-03-14 (YnonxomouenHoe MHUO)
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CEPTU®UKAT CEPHH /LISl JEKAPCTBEHHOI'O CPEJCTBA
Tuppoxnopruasua, Tabaerku no 25mr

HaumenoBanue npoayxnnu
Jlexapcraennas ¢opma

Cuna
neHCTBHS/aAKTHBHOCTh

Pa3Mep H THN yNakoBKH
Crpana-npoussonnrens

Homep peructpaunonnoro
CBHIETENbLCTBA
Homep cepun

Pasmep cepun
Hata nponsBoacTea

Hara oxonuanus cpoxa
TOAHOCTH

Ha3panus, agpeca u
HOMepa JIMLEH3HH BeexX
Y4acTKOB NPOM3BOACTBA H
KOHTDOJIS KauecTBa
Ceprudukate; GMP
Y48CTKOB, YKa3a2HHBIX B
n.10

PesyanTaTh! anann3os

KomMeHTapun

3asBjenne o
ceprudHKaAHH

Damunns, NOANKCHL H
JOJIAKHOCTD JIHLA,
BBLIAABLIEro pa3peleHHe Ha
BbINYCK CepHH

I'mapoxnopTnasun
Tabnetkn no 25 mr

I Tabnetka copepxut: ruapoxnopruasuaa (8 nepecuere Ha 100%
CYX0e BEILEeCTBO) ~ 25 Mr

To 10 rabnerox B 6nucrepe; no 2 6nuctepa B nauke

VYkpanHa

UA/6721/01/01 (Ykpauna)

1660221
63 480 yn.
15.02.2021
zo 02.2026

Yxpauna, 03134, r. Kues, yn. Mupa, 17;
JuueH3ns AB Ne598003;
CBHIETENLCTBO 06 aTTecTalny nabopatopuit OKK Ne96

Ne017/2019/GMP po 18.01.2022

TpuBenens: B ceprudukare kayecrpa

HactomuuM noarsepxaao, 4ro BbIlEYKa3aHHAS HHOpMaLlns
ABNAETCA ROCTOBEPHOH M TOYHOH. DTa cepus NpOLYKUMH Gbina
npouspeneHa  (BIIOMAA  ymakoBKy/MapKHPOBKY) NpoBesieH
KOHTPONb €€ KAa4eCTBa Ha BHIUCYKA3aHHOM YHACTKE B MONHOM
COOTBETCTBHH C TpeGOoBaHUAMH GMP, YCTaHOBNEHHBLIME MECTHBIM
pEryniTOpHbIM  OpPraHOM, a TakkKe B COOTBETCTBHM  CO
cnenudUKaUnAMH, KOTOPble CONIEPXKATCA B PEFHCTPALMOHHOM AOCHE.
Iporokonsl npoussoncTBa OEEAF-INQCMOTPEHbl M YCTAHOBIIEHO

VD
coorsercrsne GMP ¥ o-0a, "
0‘&\0““&4 9 %.
&

15.03.2021 r.
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Ny6niune uy P P «Hay P 0 yoHmp
«BOPLAFIBCHKHHA XIMIKO-0APMALEBTHYHWA 3ABOA»
Biddin Kowmposo Skocmi
CeigouTeo npo atecrayiio Ne T-410/14 sig 03.12.14
suaane AN "YkpMeTprecTcTaHaapt”
CaigoyTso npo atectayiio Ne 96 8ia 20.01.12

Ny6nuvroe any T

®
BXD3

.
«Hay

O 13 yeump

«BOPLAIOBCKHUIA XUMHKO-@APMALIEBTHYECKHA 3ABOA»
Omden Konmponsn Kavecmea
CewaeTenscTeo o6 arrectauuu Ne NT-410/14 or 03.12.14
sbiaano M "YkpMeTpTecTcTaHaapT”
CaunaeTenscreo o6 aTrectauvn Na 96 oT 20.01.12

apiaaHo FocypapcT cnywSon Y

supane [lepxasnoio cryxGor Ykpaikv 3 nikapcobkvx sacobis

no nexap: peA

Yxpaina , 03134, m.Kuis, 8yn.Mvpy, 17
Ten. 205-41-38, 402-76-36, daxc 401-40-36

CEPTU®IKAT AKOCTI

(CepTudbukart kavecTsa)

raPOXNOPTIA3UA

(rvapoxnopTuasng)

Yepanna, 03134, 1.Knes, yn. Mupa, 17
Yon, 206-41-38, 402-76-36, (haKc 401-40-36

TabneTku no 25 mr, no 10 TabneTok y 6nicTepi, no 2 6nicrepn B nauui
(tabneTku no 25 mr, no 10 TabneTok B 6nucTepe, no 2 Gnuctepa B nadke)

Ne cepil (cepuu) 1660221 KinbKicTs B cepil (konuecTso B cepun) 63564 wr.
DOata BUPOBHMUTBA (faTa NPOMIBOACTEA) 15.02.2021
PeecTpauitHe NOCBiAYE@HHA (perucTpaLnoHHoe CBuaeTenb: Ne UA/6721/01

Tepmin aii peecTpauinHoro NOCBIAYEHHA HEOBMeXeHW# (COoK NeNCTBUA DErncTDALMOHHOTO cBYZETENBCTBA HEOTDaHUMeNHbIA)

Bunpo6GysaHHsa nposeseHe 3rigHo MeToais KouTponto sikocTi N3 Ne SFP-163-04
WCNbITaHWS NPOBeAeHsl cornacHo MeTof08 konTpons kavecTea JIC Ne SFP-163-04)

Moka3KukK AKOCTI KpuTepil npuitnaTHocTl (kputepun NPUEMIIEMOCTH)

(nokasaTenu ka4ecrea) npw BUNYCKy (Npy BbINyCKe)

PesynuTaTi (pesynbTaThl)

TabnoTku BINOTO 260 GINOFo 3 XOBTYBATUM BIATIHKOM KONbLO-
Py, 3 ABOONYKNOIO NOBepxHeto. Ha nobBepxHi TabneTok Aonyc-
KaETLCA MApPMYpPOBICTh | BKPaNneHHs ciporo xonbopy
(vabneTku 6enoro unu 6enoro ¢ XeNToBaTLIM OTTEHKOM LIBETE,
C ABOAKOBLINYKNOM NOBEPXHOCTLIO. Ha NOBEPXHOCTH TabneTok
[ONYCKaeTCA MPaMOPHOCTL U BKPENAEHWS CEPOro ugeTa)

Onwuc (onucanue)

Tab6ner«u 6inoro xonLopy,
an YKNoio P
(trabneTkn Genoro upeTa,
C ABOAKOBBINYKNOW NoBepxXHOCTbIO)

Bianoslaae (COOTBETCTBYET)

A. YO - CRoKTp NOFAWHAHHA BUNPObOBYBaHOTO p-HY B obnacri
Bia 250 WM A0 350 HM no H MaTH yMM 32 AOBKUH
XBUAL 273 WM § 323 WM (YO-CnekTp NOTNOWEHUA NCRLITYEMOro
p-pa B 06nacTh oT 250 Hm 40 350 HM ROMKEH UMETL MaKCUMyMb!

npn ArvHax BONH 273 HM 1 323 HM)

laenTHdhixauin (MaeHTUKKaLMA) |

Bignopinae (CooTBETCTBYET)

B. Ha xpomartorpami Bunpobosysakoro p-Hy mac BUMABNATACA
OCHOBHA NNAMA Ha PIBHI OCHOBHOT NNAMN Ha xpomarorpaml
p-Hy nOpiBHAHHA, BiANOBIAKa 1 32 PO! ipOM | IHT [
3a6apBNOHHA (HA XPOMATOIPaMMe CTILITYEMOrO p-Ha AOMKHO
0BHapy»1BaTLCA OCHOBHOE ARTHO Ha YPOBHE OCHOBHOTO NATHA Ha
XPOMATOrpaMMe p-pa CPaBHEHUs, COOTBRTCTBYIOWAR emy no
Pa3Mepy 1 UHTEHCUBHOCTI OKPaCkH)

Bignosiaae (cooTsercrayer)

(oBiiee WMCno APONKEBLIX U NNECHEBbLIX rpu6os) - TYMC -
we Ginbwe (ve Gonee) 10> KYO (KOE)B 1T

CopegHn Maca (cpeanas macca ) Bia (o1) 123,5 Mr 8o 136,5 Mr (130 mr ¢ 5 %) 1291 Mr
PO3UMHEHHA (pacTBOpEHWE) He menwe 75% (Q) riapoxnopriasnay 3a 45 x8 101,9 %
1 (]
(He Menee 75% (Q) ruapoxnopTnasvaa 3a 45 MyH)

Cynposiasi aomMitikn

(conyrcTRylOUIME TpUMECH):

- oxpemol Jomiwnu (omdenbHol npuMecu) He 6inbwe (+e Gonee) 1,0 % <1,0%
- cyMu JOMIWoK (CyMMbl npumeced) He Ginkwe (He Gonee) 2,5 % <25%
0OaHoOpIAHICTL A030BAHNX OAUHUUE Mpenapat Mac BUTPUMYyBaTH BUNPOGYBaHHA. PO3paxyHOK NPUA-

(ORHOPOAHOCTL AO3NPOBAHHBIX EAUHULY) ManbHOTO YMCTa (AV) NPOBOAATL METOAOM NMPAMOFO BUIHAUGHHA 32%

(Npenapat ROMKEH BbIAEPKMBATL UCTIBITAHUA. Pacuer npueMouHoro '
uncna (AV) NpoBoASIT METO40M NPRMOTO onpefenequn)

KinexicHe BuaHa4eHHRA

(XonuyecTBeHHOE onpeaeneHue): Bla (oT) 23,75 Mr Ao 26,25 mr,

- 2idpoxnopmia3udy (2udpoxnopmua3zuda) B NepepaxyHKy Ha cepeaHio macy TabneTkn 25,35 mr
(CyH,CIN;048;) (s nepecyeTe Ha CPEAHIO MACCy TabneTkv)

Mixpo6ionoriuHa uucToTa SaranbHe uncno aepobrux mikpoopranismie

(MMKpOBUMONOTMUECKEn YUCTOTA) (oBuiee uucno aspobHbix MUKpoopraHuamos) - TAMC - <20

He 6inbwe (He Gonee) 10° KYO (KOE) s 1 ¢
3aranbHe YMCNo APhKAKOBKX Ta NniceHeBux rpubis
<10

BlgcyTHIcTs (0TCYTCTBUE) Escherichiacoli B1 1

BlacyTsi (oTcyTCTByloT)

Tlosnren Bignasigatu sumoram HA

YnaxoBka (ynakoska)
(AoNXeH cooTBeTCTBOBaTL Tpebosanuam HI)

Bianosiaae (COOTBETCTBYET)

TloBmHeH BianoBiaaTh BuMoram HA

MapkysaHHA (MapkupoBKa)
(AOMMKEH COOTBETCTBORATS TpeBGosaHuam HI)

Blanosigae (COOTBETCTBYET)

Tepmin NpnAaaTHOCTI (CPOK FOAHOCTYH) 5 pokin (neT) Ao 02.2026
BucHosok BKA:  Bignosinac __ sumoram MeTdAIB T i Ne SFP-153-04
(3akmouenne OKK:  CooTeeTcTsyeT _ TpeBoBaH1sm Mbronoiviorrpgag:tabess SFP-163-04)
«Hay¥080-8upod
Hau. BKA (OKK): Mepewxo O.M. v A5 o3 205! p.
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NNYBJIUMYHOE AKIIMOHEPHOE OBUIECTBO «HA YYHO-NPOU3BOACTBEHHBII
IEHTP «BOPIIATOBCKHA XMMHKO-®APMAUEBTUYECKHI 3ABOI»

VYkpauHa, 03134, r. Kues, yn. Mupa, 17

Ten. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 205-03-14 (Y nONHOMOYEHHOE L)

10

11

13

14

15

CEPTHUOUKAT CEPUM JJISI JEKAPCTBEHHOI'O CPEJICTBA
I'napoxaoprHasug, TabneTku no 25mr

HanmenoBauue npogyxumuu
JlexaperBennas dpopma

Cuna
AeiicTBHI/aKTHBHOCTD

Paizmep u THR ynakoBkh
Crtpana-npou3BoAHTEND

Homep perucrpaunonHoro
CBH/IETE/ILCTBA
Homep cepun

Paimep cepun
HdaTa npoussoacrsa

aTa okonuaHusg cpoka
rOHOCTH

Ha3Banus, apeca u
HOMEpA JIHLEH3HH BCex
y4acTKOB NPOH3BOACTBA U
KOHTPOJIS Ka4ecTBa
Ceprndukarsl GMP
Y4aCTKOB, YKa3aHHBIX B
n10

PesyabTathl aHaau30B

KommenTapuu

3agBaenue o
cepruduranumn

DamMHIHA, NOANHCH H
JO/DKHOCTD JIMIA,
BblAaBIIEro pa3dpelleHHe Ha
BBINYCK CEpHH

I'uapoxyopTuasun
Tabnetku no 25 Mr

1 TabneTka CONEpPXKHUT: ruApOXIOpTHa3KAA (B nepecyere Ha 100%
CyXoe BEUIECTBO) ~ 25 Mr

ITo 10 Tabneroxk B Gancrepe; no 2 GaucTepa B Hauke

Ykpanna
UA/6721/01/01 (Ykpauna)

2101120

63 388 yn.
30.11.2020
no 11,2025

Vxpanna, 03134, r. Knes, ya. Mupa, 17;
nuuensus AB Ne598003;
cBUleTENLCTBO 06 aTTecTauuy gaboparopuit OKK NeY6

Ne017/2019/GMP no 18.01.2022

ITpuBenens: B ceprudukarte KayecTna

HacrosiuuM moATBepsAalo, YTO BellleyKasaHHas uH¢popMauus
SBJIAETCS JIOCTOBepHOH H ToyHOH. DTa cepus NpoAykuwu Oblia
npousBefeHa (BKIIOYAA YMaKOBKY/MapKMpPOBKY) M  IIPOBefeH
KOHTPOAbL €€ KayeCcTBAa Ha BBILIEYKA3aHHOM Y4YaCTKe B [OJIHOM
cooTBeTCTBHH ¢ TpebGoBaHusMH GMP, ycTaHOBNEHHBIMH MECTHBIM
PerylATOpPHBIM  OpraHoM, a Takke B  COOTBETCTBHH  CO
cnennHKauHIMH, KOTOPbIE COEPXKATCA B PErNCTPAUMOHHOM JOCHE.
IIpotoxonel mpoussoacTsa Obl IPOCMOTPEHEl H YCTaHOBJIEHO
cooteBerctBHe GMP

18.12.2020 .

JlaTa noaAnucaHus

Manamapuyx E.A,

YnoaHoMoueHHOE NHLO
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Ny6alune axylonep «Hay yud
«BOPUATIBCLKHA XIMIKO- PAPMALIEBTH HHMH 3ABOA»
Biadin Konmposo Sixocmi
Ceigoyreo npo arecrauyilo Ne NT-410/14 Big 03.12.14
sugane N "Yxpmerprecrcrangapt”
Calaoyrso npo atecrayiic Ne 96 sig 20.01.12
snpane flepxasnoio cnyxGoio Ykpainn 3 nikapcbkux 3acobia

D

BXD3

A, a

y6.

10

obul «Hayuno-npou.
cSOPUJAr OBCKMH XHMHKO-®APMALIEBTHYECKHA 3ABO/»
Omden Konmponsn Kayecmea
Cengeranecrao o6 arrecrayun Ne NT-410/14 ot 03.12.14
sbigaro I'M "Yekpmerprecrcrangapt”
CeunaetenncTao o6 arrectayuu Ne 96 or 20.01.12
Bb1AaHO FOCYA8pCTBeHHON CNYXGOA YKpauHbi N0 NeKapCTBEHHbIM CPEACTBaM

Yxpaina , 03134, m.Kuis, ayn.Mupy, 17
TON. 205-41-38, 402-76-38, daxc 401-40-38

Yxpauna, 03134, r.Kwea, yn. Mupa, 17
Ten. 205-41.38, 402-78-38, daxc 401-40-38

CEPTUDIKAT AKOCTI

(CepTtudhukar kavecrtsa)

riaPOXNOPTIAIUA

(rwapoxnoptuasung)

'ra6ne'rxu no 25 mr, no 10 rabnerok y Gnicrepi, no 2 Gnictepu B navui
(rabnetku no 25 mr, no 10 TabneTtok B 6aucTepe, nNo 2 6nucTtepa B Nayke)

N2 cepil (cepun)

2101120

Peecrpauiuue nocamqeuun (perncrpaunorHoe cev«p.erenbcrao) Ne UAI6721IO1IO1
T i : : 5

Bunpoﬁyaauun nposeneHe ariaHo Metoais koHTponio skocTi /13 Ne SFP-163-03
(ucnbiTanns nposegeHsbl cornacHo Metoaos koHTpons kavecTsa JIC Ne SFP-163-03)

KinbkicTb B cepii (konuuecTso B cepun)
DNara supobHMYTBa (naTa nponssoacTsa)

63418 wr.
30.11.2020

bCTBa HEQrpaHNYeHHbLIN

Moxa3arnku skocTi
(nokasarenu xauecTtsa)

KpuTepii npuAHATHOCTI (KpUTEPUM NPUEMNEMOCTH)

NPX BUNYCKY (Npy BbINYCKE)

Pe3ynwTatu (peaynsTathi)

Onwuc (onucaxue)

TabneTku 6inoro abo 6inoro 3 xoBTyBaTHM BIATIHKOM KONLO-
PY,; 3 ABOONYKNOK NoBepXxHe. Ha noBepxti rabnerox aonyc-
KaEThCA MapMypoBiCTb | BkpanneHHs ciporo koneopy
(rabnetxu 6enoro unu 6enoro ¢ enToBaTLIM OTTEHKOM LiBETa,
C ABOAKOBLINYKNOA NOBEPXHOCTLIO. Ha noBepxHOCTHU TabneTok
AONYCKAETCA MPaMOPHOCTL U BKDANNEeHVs Ceporo usera)

Tabnerku 6inoro 3 xoBTyBaTHM
BiaTIHKOM KONLOPY,3 ABOONYKNOK
noaepxHelo(rabnertku Genoro ¢
C eNTOBaTbiM OTTEHKOM LBETa
C ABOSKOBLINYKNOW NOBEPXHOCTHIO)

Bignoslaae (cooTsercrayer)

lnenTudikayia (naeHTudukayma) :

A. YO - cnexTp nornuHanHs sunpoGosysanoro p-xy B obnacti
Bla 250 HM 20 350 HM MOBUHOH MATH MAKCUMYMU 38 AOBKWH
xaunb 273 Hm | 323 Hm (YO-cnekTp NOrnoweHUs HCNbiTyemoro
p-pa B o6nactu ot 250 HM A0 350 HM JOMKeH UMETb MaKCUMYMbI

1pyU ANUHax BoNH 273 HM U 323 HM)

Bianosigae (cooteercrayer)

B. Ha xpomarorpami 8unpo60ByBaHOro p-Hy Mac BHABNATUCSH
OCHOBHa nNAMa Ha piBHi 0CHOBHO! NNAMMK Ha XpomaTorpami
p-Hy nopisHAHKA, BignosigHa 1% 3a poamipom | inTencusHicTio

(C,H,CIN,0,S,)

(B nepecyere Ha cpeqHIO Maccy Tabnerku)

3a6apBneHHR (Ha XpPOMaTorpaMMe UCNLITYEMOTO P-Ha AVMKHO Bianosigae (cooTsercTayer)
06HapyxMBaTbCA OCHOBHOE NATHO Ha YPOBHE OCHOBHOMO NSITHA Ha
XpomaTorpamme p-pa CpasHEHWR, COOTBETCTBYIOWanA emy No
pasMepy ¥ UHTEHCMBHOCTW OKpackw)
Cepeaina Maca (cpenHas Macea ) Big (01) 123,5 Mr n0 136,5 Mr (130 mr £ 5 %) 128,6 wmr
Po34uHeHHR (pacTeopeHne) He meHwe 75% (Q) riapoxnopriangy 3a 45 xs 97,1 %
, o
(He menee 75% (Q) rwapoxnopTMasuaa 3a 45 MuH)
CynposiaHi gomiwxku
(conyTcrByiowme npuMecu):
- oxpemol domiwxu (omdenbHoT npumecy He Ginbwe (He Gonee) 1,0 % <10%
- cymu domiuiok (cymmbi npumeced) He 6inbwe (He Gonee) 2,5 % <25%
OaHopiaNicTs RO30BaAHMX OQMHMLEL fpenapar Mac BUTPUMYyBaTH BUNPOOYRBaNHA. PO3paxyHOK NPUA-
(0aHOPOAHOCTL A03UPOBAHHBLIX €AUHKL) MansHOro Yucra (AV) NpoBoARTe METOROM NPAMOro BUIH3YEHHR 199
(npenapar [o/MKeH BbIAEPXUBATh UCNbITAHWA. PacueT NpuemMoyHOro =R
ynena (AV) NnposoaAT METOAOM MNPAMOro ONPeAeneHya)
KinbKicHe BU3IHaYOHHR :
(konu4ecTBeHHOE onpeaeneHue): Bin (o1) 23,75 mr o 26,25 mr,
- 2idpoxnopmia3udy (aquoxnopmuasubaL B NOPOPaxXyHKy Ha COPOAHIO Macy TabnerTku 25,50 mr

MixpoGionoriuxa yucrtora
(MnKkpoGronornyeckan YucTora)

3aranbHe YMcno aepoGHuX MikpoopraHiamis
(oSwee uncno aapobHLIX MUKpOOPraHWamos) - TAMC -
3
ir

Bianosiaae (coorsercrayer)

3arannHe Yucno APIXAKOBHUX Ta NNicCeHeBUX rpubis

(oBuiee UuCno ApoXOKEBLIX W NNecHeBwIX rpubos) - TYMC -
2

Bianosinae (cooreercrayer)

1r
BiacyvricTs (oTcyTcteue) Escherichia coll B4 r

Bianosigae (cootBercrayer)

Ynaxoska (ynakoska)

NosuHen signosiaatu Bumoram HJ
(RomkeH cooTeeTCTBOBATL TpebosaHuam H)

Bignosigae (coorsercTayeT)

MapxyBaHHA (MapkupoBka)

NosuHeH sinnosiaaTu Bumoram HA
(fomkeH cooTBeTCTBOBATL TpeGaBaHuam H)

”'-Wc (cooTeeTcrayer)

Topmin npunarrocyl (Cpok rogHoCTH)

11.2025

BucHosok BKA: Bianosipae

(3akriouenne OKK:  CootseTtcrayer - TpeGoBanu

Hay. BKA (OKK) :

Negewxo O.

5 pokia (ner)
BUMOTaMm ‘ |3 N2 SFP-163-03
M Mmmmlpommcm}ﬂc Ne SFP-163-03) -
«HayxoBo-8upoSHpswit
pUlBriBcoku Xinka-(apMates "
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