MyGniyre axylowep «Hay POGHUYU Je NyGnuynoe axyuoneproe ofuwjecmeo sHayuno-npousecdcmeaenmuid yenmp

«BOPLYATIBCHKHA XIMIKO-®APMALEBTHYHMH 3ABO/» ¢5O0PLIACOBCKUNA XHMUKO-SAPMALIEB THYE CKMS 34B04»
Biddin Konmponio Axocmi @ Omden Konmpona Kavecmea
Celaoyreo npo arecrauiio Ne NT-410/14 Big 03.12.14 Ceuaetenscrso of arrecrauus Ne NMT-410/14 o7 03.12.14
B1aane [N "YxpmeTprectcranaapr™ SICDB Bbinako IT1 "YxpueTprecrcrangapr”
Caiaourso npo avecrauino Na 96 alz 20.01.12 CanaeTenscrso o8 atTectawsm Ne 96 oT 20.01.12
Buaane [lepxaskoio crywBoio Yxpalun 3 nixapcesmx 3acoia Btinano [ocynapcTasnHoR CriywBor ¥ kpamHu: na NEKBOCTBeHHLIM CPeACTRAM
Yrpaina , 03134, M.Kuls, syn.Mupy, 17 Yipanna, 03134, r.Kues, yn. Mups, 17
Ten. 20541-38, 402-76-36, pac 401-40-36 Ton, 205-41-38, 402-76-38, chaxc 401-40-36

CEPTU®IKAT SAKOCTI

(CepTudpukar kayecTsa)

ATPOIPEN

(aTporpen)
TabneTku, BKpUTI nniBkoBoio o6onoHkoo, no 75 mr, no 10 Tabnetok y 6nicrepi, no 3 6nicrepun B nayyi
(rabneTku, nokpbiTsie NNeHoYHoli obonoykoi, no 75 Mr, no 10 tabnetok s Gnucrepe, no 3 6nucrepa s navke)

Ne cepil (cepum) 0700121 Kinekicte 8 cepll (vonuiecrag 8 cepun) 12616 wr.
Oara BUPOSHUUTBA (gaTa npoussoactea)  12.01.2021

Bunpo6ysanns nposeneHe arigHo MeTogis KOHTponw sikocTi 13 Ne SFP-146-05

UCNbITaHWA NPOBEAEHBI COTMACHD MeTtonos koHTpons kavectsa f1C Ne SFP-146-05)

Noka3sHuku sxkocTi Kputepil npuitHsTHOCTI (KpUTEpPUM npueMnemocTu) PSSR TR (PesynsTaTs)
(nokasatenu Kayecrea) Np# BUNYCKY (Npu BbiNycke) 4
Onuc (onucanue) TaGnerku kpyrnot opmu 3 geoonyknow nosepxHew, BKPHTI

nniexosow o6onoHkol Poxesoro koneopy
(rabneTxw xpyrnoii hopmbi ¢ ABOAKOBBINYKNOH NOBEPXHOCTLIO,
NOKPLITLIS NNEHOYHOH 0BONOYKON POICBOrD usera)

Bignosigae (cooTeeTcTayeT)

lnenTudgikayis (ngaw-ruq;uxaqun)
= knonidoepens (knonudoepens) A. Y®-cnexTp sianoeigHo Ao Tecry

i TCTBY®T,
(Y®-cnextp B cootBeTCTRMMA C TECTOM) Sianesiame: (coorse el

B. Metog BEPX signosiano go Tecty

Blanosigace (cooteetcTayer)
(meTon B3XX 8 cooteeTcTamu ¢ TecTom) i ’

Cepeann maca (cpearan macca ) Big (ot) 247 mr go 273 mr (260 mr £ 5 %) 259,4 mr
OaHoplaHicTs no3oBannx OOMHMYL Mpenapar mac BHTPHMYBATH BHNPOGyBaHHA 33 %
(CAHOPOAHOCTB f03MPOBAHHBIX B8AUHNL]) (npenapar aonxen BbIAEPXWBATE UCNBITUHME) ’

Po3uuHeHHs (pacTeopeHue) He meHwe 80% (Q)3a 30 xa 95,4 %

(He MeHee 80% (Q) 3a 30 MiH)
Cynposiani aomiwxu .
(conyTeTeylowme NPUMEecH):

- domiwna A (npumecs A) He 6inbwe (He Gonee) 0,2 % < 0,05 %
= Oomiwxa C (npumece C) He Ginbwe (He Gonee) 1,0 % 0,38 %
= inwa o i

148 0KpaMa domiuika (xpim domiusu B) He Ginkwe (e Gonee) 0,2 % <0,06 %
(Opyaas omdensnas npumecs (kpome npumecu B))
- Cyma domiwox (Kpin domiwxy B8) He 6inkwe (He Bonee) 1,2 % 0.38 %
(cymma npumeced (KpOMe npumecu B))
Mikpobionoriyna yucrora 3aranbHe yucno 2epobHMx mikpoopraHiamia
(MukpoBuonoryeckas YucToTa) (o6wee yncno aapobbix MUKpoOpraHWamos) - TAMC - <50

He 6lnewe (He Goniee) 10° KYO (KOE) & 1 r

3arantue Yueno Apiwaxobnx Ta nniceHeBux rpubin

(oBwee ynucno gporokessix i nNecHesbix rpuGos) - TYMC - <20
he Ginwwe (He Gonee) 10° KYO (KOE) B 1 r
Biacyrhicre (oTcyTcTBme) Escherichia colis1r BigcyTwi (oTcyTCTBYIOT)
KinbkicHe Buanavenns
(xonuyecTeerHoe onpepenexue ) Bin (o1) 71,25 Mr 0o 78,75 wmr (7S mrt5%),
- Knonidoepens (knonudozpens) B nepepaxynxy Ha cepeganio Macy ogniei TabneTku 76,75 mr
(C1H s CINO, S) (B nepecveTe Ha cpeaHioi Maccy oaHoH TabneTxi)
Ynaxoeka (ynakosxa) MoBuHeH BignosigaTh sumoram HA
(RonxeH cooTeeTcTEORATSL TpeBosanuam HJ) Blanosinac ( imyer]
Mapkysanna (Mapkuposka) NosuHen Bianosigatn samoram HAO g
(AonxeH cooTeetcTROBaTL TpeboaaHuam H) Blanosiges {ooTserciayen)
TepMin npugatnocrl (cpok rogHocTu) 2 poku (ropa) Ho 01.2023
BucHosok BKA: Bignosigae BUMoram Metogie koxTponio ﬂxoc,g 13 N2 SFP-146-05
(3aknioverue OKK: Cooteercteyer TpebosaHusu Merogos POAS KFIRCTRa-AG N2 SFP-146-05)

" 20 2005,

Hay. BKA (Okk) : MNenewxo O.1N.




P EXD3

NYBJIWYHOE AKIIMOHEPHOE OBIECTBO «HAYYHO-TIPOHU3BOICT BEHHBIA
LIEHTP «BOPLUIATOBCKUA XﬂMHKO-@APMAﬂEBTﬂ‘lECKﬂﬂ 3ABOI»

YKpauna, 03134, r. Kues, yn. Mupa, 17
Ten. (+38044) 205-03-10, 205-41- 10;

(+38044) 205-03-83, (+38044) 205-03- 14 (YnonHoMO4EHHOS HUO)

10

11

12
13

14

15

CEPTU®UKAT CEPHH A JIEKAPCTBEHHOFO CPEJCTBA
ATporpe, Ta0/1eTKH, NOKpbITHIE [1eHo4HOH 0605104K0i, IO 75 Mr

HaumeHoBaHHe NPOAYKUHH
JlekapcTennas ¢opma

Cuna
felicTBUSA/AKTHBHOCTD

PaiMep M THI YNAKOBKH
CTpaHa-npoOH3BOANTEAE

Homep perHcTpalHOHHOTO
CBHACTENbCTBA
Homep cepvH

PasMmep cepyH
JlaTa npou3BOACTBA

JlaTa OKOHYAHHA CPOKA
rOJHOCTH

Ha3zpaHus, aapeca u
HOMEepa JIMIEH3HH BCeX
yuaCTKOB NPOH3BOACTBA H
KOHTPO./I KAuecTBa
CepTnukaThl GMP
Y4aCTKOB, YKa3aHHBIX B
n.10

Pe3yabTaThl AHAIH30B

KoMMeHTApHH

3asiB/ICHHE O
cepTHdHKANHH

MdaMHIHA, TOANHCE H
NOKHOCTD JIHLA,
BbIIABIIEro padpelienHe Ha
BBINYCK CEPHH

ATporpel
TabneTkH, NOKPLITHIC nneHo4Ho# 060noHKOH, N0 75 mr

| Ta6neTKa CONEPKHMT: KIOMHAOTpenb B BHIE KNOTMAOTPENs
Gucynbdara (B nepecteTe HA 100% knonuporpens) - 75 Mr

o 10 tabneTok B OAKCTEPE; MO 3 6nucTepa B Mavke

YkpanHa
UA/6567/01/01 (YxpauHa)

0700121

12 600 ym.
12.01.2021
10 01.2023

YkpanHua, 03134, r. Kues, yn. Mupa, 17;
nuuenzua AB Ne598003;
CBHIETENHCTBO 00 aTTECTalHUM nabopatopuii OKK Ne96

Ne017/2019/GMP 110 18.01 2022

[MpuBeaecHb! B cepTuduKaTe Ka4ecTBa

HacroswmM MOATBEPK A0, HTO BhblllIEYKa3aHHad nHopMalns
qBAsSeTCA AOCTOBEpHOH H TO4YHOH. DTa cepus NPOdYKUHH 6vina
npoH3BEICHa (Brumrovad ynaxoaxy/mapxupoaxy) W MpoBeAeH
KOHTpONL €€ KauecTsa Ha BHILICYKA3aHHOM Y4acTke B MONTHOM
COOTBETCTBUH ¢ TpeGOBAHMAMH GMP, ycraHOBREHHBIMH MeCTHBIM
perynsSTopHbIM opraHoMm, a Takke B COOTBETCTBHM  CO
crieuMpuKauHiIMH, KOTOpBIE conepxKaTcs B PErMCTPAUMOHHOM 0CHE.
TpoTokonbl poM3BOACTBA Gl MPOCMOTPEHBI H yCTaHOBNIEHO
coorsercterue GMP yPANH o 5

Manamapuyk E.A.
VioaHOMO4YEHHOR THUO

JlaTa noAnHcaHHua



@ Bxd3

NYBRTHYHOE AKIMOHEPHOE OBILECTBO «HAY4HO-NIPOM3IBOACTBEHHLIA
UENTP « BOPIIATOBCKHN

¥Yxpanna, 03134, r. Kues, yn. Mupa, 17

XHMHKO-@APMALEBTHYECKHA 3ABO»

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

(+38044) 205-03-83, (+38044) 20503 14 (Y nioanomosesioe nxwo)

CEPTHOHUKAT CEPHH JJIA JIEKAPCTBEHHOI'O CPEACTBA
ATtporpeJ, Tal/ieTKH, NOKPbIThIE MIeHouH0il 06onoukoii, mo 75 mr

Haumenopanue npoayxunu
Jlekapcrsennan dopma

Cuna
AeHCTBHA/AKTHBHOCTH

Pasmep u THN ynakosku
Crpaua-npoussoauTens

Hostep peruerpaunonnoro
CBHAETENLCTRA

Homep cepun
Pasmep cepun
Jlata npon3isoacTsa

Jlara okoHuanus Cpoka
FOAHOCTH

Haysanus, aapeca u
HOMEPa NHUCHIMH Beex
Y4ACTKOB POHIBOACTER K
KOHTPO/IN KAYecTBa
Ceprudpurarsl GMP
YHSCTKOB, YKAIAHHLIX B
nl0

PeayabTaThi SHAAHIOR

Kommenmapun

Jaseaenue o
ceprHdHKannm

DamMHAMA, NOANTHCH K
AOJCEHOCTE JIHLA,
BLLUTABUICTO PAIPCUICHHE HA
BRINYCK CCPHK

Atporpen
TalneTen, nokpuiThie MieH04HON 0Gono4koR, no 75 mr

| TabneTxa COACPKHT: KNOMHAOIPEAE B BHAC KIONHAOTPENS
Gucynugara (8 nepecuere Ha 100% xionumorpens) - 75 mr
IMo 10 Tabnevok B Gauctepe; no 3 GancTepa B nauke

Vxpanua
UA/6567/01/01 (¥Yxpauna)

1840321

12 600 yn.
25.03.202]
a0 03.2023

Vipanna, 03134, r. Knes, yn. Mupa, 17;
NnuerIna AB Ne598003;
canaeTebeTso 06 arrectaunn naboparopril OKK Ne96

Ne01772019/GMP no 18.01.2022

Ipusenensl s cepridukare kavecTsa

HacTosuiiM MOATBEPXKAAO, HTO BbllicyKalauHas wHOpMaLA
seaReTCs jAoctosepHod W Townod. 3ta cepus npomykumum Geina
Npok3BescHA  (BKJKOMEN  yYNakOBKy/MapkHpOBKY) H  mposeneH
KOHTPOJIh €€ KaYECTBA Ha BHIUICYKAIAHHOM YNACTKC B MOMHOM
coorsetcToni ¢ TpeGosaimnamu GMP, yCTAHOBICHHBIMH MECTHbIM
PErYNATOPHLIM  OPraHoM, @ TAKKEé B  COOTBETCTBHH  CO
cReUM{HKALMAMHE, KOTOPhIE COACPKATCR 8 PErHCTPAUHONHOM A0CHE.
Mporokons! OpoHIBOACTEE GLUTH NPOCMOTPEHB W YCTAHOBIEHO
coorsercrane GMP

Ynainomoven Noe ANUD
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«BOPIIAIIBCHKHIA XIMINO-SAPMALIER THIHHA JABOL

Biddin Kowmponio Axocmi

Caigoureo npo arectauso Ne MT-410/14 aig 0312 14

euaave 11 “YwpueTprecTcrangapt”

Craouteo npo atectauso Ne 86 aia 20.01.12

«BOPUADBCKHA

D
BXD3

c

XHMHKO-@APMALEBTHYECKHM JABGA.
Omden Konmpona Kavecmea

CongerenscTao of arvecTaum Ne TT-410/14 o7 03.12.14
ewpano I “YepueTprecicrangapt”

Na 96 o 20.01.12

ob ar

sacobs

B 3 Yapaisu 3 nix;

DA N0 NEFAPCTBEIM CPELCTEIM

Veptina 03134 w Kuie_#yn Mwpy, 17

Ten ZOS-41-38, 407-70-30, (asc 401-40-38

Yupawas 03134 ¢ Nuep, yn Mupa 17

CEPTU®IKAT AKOCTI

(Ceptucmrar kaqecrsaa)

ATPOTPEN
(arporpen)

1o 2054138, #02-76-20. e 401-40-36

Tabnertkn, BxpuTi NNiBkosolo obonokkolo, no 75 mr, no 10 Tabnerok y 6nicrepi, no 3 Gnicrepwu s navui
{raGneTxu, NokpeiTeie NnexouHol o6onoukoi, no 75 mr, no 10 rabnerox 8 Gnucrepe, no 3 Bnucrepa 8 navxe)

Ne cepil (cepuu)

1840321

KinexicTe B cepii (xonuuectso 8 cepun)

12616 wr

Oara supoBruursa (gara hpowssogcrea)  25.03.2021

Il PEECTP

BunpobysaHHa npose, o Meroais

(ncneiTanus nposegens: cornacko MeToaos koHTpons xavectsa fIC Ne SFP-146-05)

Mokazrnkm akocri

Kputepil npuanATHOCTI (xpuTep! P

Pesynetatu (peaynerars)

Hay. BKA (Okk) : Megewsko O.N.

LTEEnT
he

(NOKaIATENMU KBYECTBA) NpPW BUNYCKY (NP BbiNyCke)
Onwue (onucanae) Tab kpyrnol hopmu 3 yRNO0 p axpurl
P W‘Dﬁ 'PC;‘H i m“:' e Blanoslgac (cooTeercrayer)
NOKPEITEIE NNEHOWNOA 0BONCuKOR 0 useTa)
laewmniinauin (maerTudmauma)
- Knonidozpens (xnonudospens) A. Y®-cnexrp sianoaiano go Tecry aia e
(Y®-cnexTp B COOTBETCTEMM C TECTOM) e i
B. MeToa BEPX signoaiano ap recry
(meTon BINO! 8 COOTBETCTEMM C TECTOM) NS
CepenHn Maca (cpennas macca ) Bia (o) 24T mr go 273 wr (260 wr £ 5 %) 2624 mr
0, ianicTe !", PAaT Mac PHMYy P -,
- gt i s s ot : 15 %
Po3 (p o He mewwe 80% (Q) 3a 30 xe
(e meves 80% (Q) 3a 30 mun) s
Cynpoaiani gomiwsm
Lcony P #
- Domiwka A (npumecs A) He Ginwwe (ve Gonee) 0,2 % <0085 %
- domiwea C (npumecs C) He Binkwe (e Gonee) 1,0 % 0,40 %
- inwa domi 0
* Pl 8 He Ginwwe (+e Bones) 0,2 % 0,05 %
(Opy P (kpoMe np 8))
- Bomil i
b SR Me Sinuuwe (ue Gones) 1,2 % 0,45 %
foy L {mpome )
MixpoGionoriuna unctora 3aranswe wacno 6! poop
[wmnpot ] (o “ACNO 33p0bneix ) - TAMC - <50
e Binuwe (we Gonee) 10" KYQ (KOE) a1 ¢
Jaransme wwcno api Ta nni rpubin
(ob “WCND " 60a) - TYMC - <20
we Ginwwe (ve Gonee) 10° KYO (KOE) a1 r
BiacyTwicte (oTcytcTewne) Escherichia coli m 1 r Biacytni (oTeyTcTeyoT)
KinbxicHe auIHauenna
( onpan | Bia (o7) 71,25 mr no 78,75 mr (75 mr £ § %),
* Jo2p [ & ) & N@pepaxyHKy Ha Cep Macy ogmicl TabneTku TT.44 war
(C M 44 CINO , §) (= NepecYeTE MB CPEAMIONN MACTY OAHOR TabneTem)
Ynawouxa (ynecosxa Mo ;
| yna ) = BuNeH BIANORINATH :u:oonn mﬂm B e whis
MapxyBanss (Mapxmpos«a) il = woram HOY - Bignosiaae (cooTsetcrayer)
Tepwmin npugarsocTi ETi (CPOK rORHOCTH) 2 poxw (roga) fo 03.2023
BucHosok BKA: B Binac Bumoram Metoais xoHTpomio akocti 113 Ne SFP-146-05
(3axniovenie OKK: Cooteercrayer TpeGoganMAM MeToA0B KOKTRONS k@uecTea /IC Ne SFP-146-05)

¢y 204%.




@ exXDd3

NMYBJIHYHOE AKIIHOHEPHOE OBLIECTBO «HA YYHO-NPOH3BOACTBE:iilbIii
LEHTP «BOPIIATOBCKHI XHMHKO-®APMAIEBTHYECKH A 3ABO/I»

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

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

(+38044) 205-03-83, (+38044) 205-03-14 (Y nonHOMOYEHHOE NHLO)

CEPTHO®HUKAT CEPUM U151 JEKAPCTBEHHOI'O CPEACTBA
ATporpeJi, Ta0JeTKH, NOKPbITHIE NJIEHOYHOI 000/104KOH, M0 75 Mr

HauMenoBanHe NPOAYKUHH
JlekaperBennas popma

Cuna
NeACTBHA/AKTHBHOCTD

Paimep H THN yNaKOBKH
CTpaHa-npoH3BOAHTEIb

Homep pervcrpauHoHHOro
CBHETE/IbCTBA
Homep cepuu

Paimep cepuH
JlaTa npou3BoJcTBa

JlaTa OKOHYaHHA CPOKa
rOAHOCTH

Ha3ssauusn, aapeca u
HOMepa JIHUEH3HH Bcex
Y4YACTKOB NPOH3IBOACTBA H
KOHTPO.IA KayecTsa
Ceprudukarer GMP
Y4aCTKOB, YKa3aHHbIX B
n.10

Pe3ybTaThi aHAJIH30B

Kommenrapuu

3asBaeHHE O
CepTHPHKALHH

@aMHIHA, MOANHCH H
JOJKHOCTD JiHUA,
BbiIaBLUIEr0 pa3pelleHHe Ha
BBINYCK CEPHH

ATporpen
TabneTkH, NOKpeITHIE NIeHOYHOH 060104KOH, N0 75 Mr

1 TabneTka CONEPXHUT: KINONWAOTPesb B BUE KIOMHIOIPeNs
6ucynndara (B nepecuete Ha 100% xknonuaorpens) - 75 M

ITo 10 Tabnerok B GaucTepe; no 3 GancTepa B nayke

Ykpanua
UA/6567/01/01 (Ykpauna)

1820321

12 600 yn.
24.03.2021
no 03.2023

Vkpauna, 03134, r. Kues, yn. Mupa, 17;
nuuensns AB Ne598003;
CBHIETeNbCTBO 06 aTrectaunnu nabopatopuit OKK Ne96

Ne017/2019/GMP no 18.01.2022

INpuBeaeHs! B cepTHGHKATE KauecTBa

HacTosmMM TNOATBEPXJAID, YTO BbllleyKa3zaHHAd HHQOpMauns
ABJISETCH JIOCTOBEPHOW M TO4HON. 3Ta cepHa Npoaykuuwu Owina
npou3pefieHa (BKIKOYAA  YNAKOBKY/MapKHpPOBKY) H  NpOBEAeH
KOHTPONIb €€ KA4ecTBa Ha BbIlIEYKa3aHHOM YHacTKE B 1UjiilH
cootBeTcTBHH ¢ TpebosaHnamMH GMP, yCTaHOBAEHHBIMH MECTHbIM
peryisaTOpHbIM  OpraHoM, a TaKkKe B COOTBETCTBHH (-
crniequUKaLHAMH, KOTOpble COAEPKATCA B PErHCTPALMOHHOM J10Che.
INpoTokonbl MpPOHM3BOACTBA ObUIH TNPOCMOTPEHBI M YCTaHOBJICHO
cootBercTBue GMP

21.04.2021 r.

JdaTa NOANHCAHHA

Manamapuyk E.A.

YnoanomMoueHHOE KLU0



i 4

My6niune axyionepHe mosapucmeo sHay 6 1] I nyé6., «HayvyHo-np yeHmp
«50PLUAIMBCLKHA XIMIKO-®APMALIES msmm? :uaoa. @ .somm roscxnk XHMHKO-®APMALIEBTHYECKHA 3AB0O0»
Biddin Konmpomo Axocmi Omden Konmpona Kavecmea
Ceigourso npo atectauio Ne NT-410/14 eig 03.12.14 Cewgerenscreo of arrectaymm Ne NT-410/14 o1 03.12.14
swaake [N "YxkpmeTprectcrangapt” Bch3 Buigano I "YxpMeTprecTcranaapt”
Ceigourao npo arectauko Ne 96 eig 20.01.12 Camerenmm 06 arrectaumm Ne 96 oT 20.01.12
14 Aep 400 CywBoI0 Yxpalik 3 nikapcskmx 3acobis Buigano Mocyaanc y Yrp. no I pcT cpeacTeam
Yupaina , 03134, w Kuie, syn Mupy, 17 Yipawna, 03134, r.Kues, yn. Mupa, 17
ven 205-41-38, 402-76-36, cpaxc 401-40-36 ven. 205-41-38, 402-76-36, dbaxc 401-40-36

CEPTU®IKAT AKOCTI

(CepTudukar kayecrsa)

ATPOIPEN
(aTporpen)
tabneTtku, BkpuTi NniBkosow o6onoHkow, no 75 mr, no 10 TabneTtok y Bnictepi, no 3 Bnictepwn B nayui
(TaBneTkn, NOKpbLITLIE NNEHouHoN obonoykor, no 75 mr, no 10 Tabnetok 8 Gnuctepe, no 3 BnucTepa B nadke)

Ne cepii (cepun) 1820321 KinbKicTb B cepii (xonudectso B cepuu) 12616 wr
[ara Bupo6HuuTBa (4aTa npoussoacrea) _ 24.03.2021
Pecc‘rpauin He nocsngqennn (mr CTPaUWOHHOE ggmglegbmg] Ne QNﬁiSTIﬂ‘HQ

eorpaHuNeHHbIA

Bunpoﬁyaauun nposegeHe 3rm|-|o Me*ro.qla KOHTpPOMW skocTi J13 Na SFP-146-05
(cnbITaHUA nposeaeHsl cornacHo MeToaos koHTpona kavectea JIC Ne SFP-146-05)

Moka3HWKK AKOCTI Kputepil NPMAHATHOCTI (KpUTEPUM NPUEMNEMOCTH) PeaynbTarh (pesynsTats)
(noka3aTenu kayecrtea) NpyW BUNYCKY (Npu Boinycke)
Onuc (onucarue) Tabnetku xpymo‘i hopMH 3 ABOONYKNOK NOBEPXHED, BKPHTI
-] P 0 KonLopy

Bignosinae (cooTseTcTayeT)
(rabneTku Kkpyrnof hopMel C ABOAKOBLINYKNOA NOBEPXHOCTHIO,

MOKPbITHIE NNEeHOYHOA 060NO4KOA PC3CBOro useTa)

loeHTHdikauin (MASHTUDMKaUMA)
- knonidoapens (knonudozpens) A. Y®-cnexTp signosiano go Tecty
(Y®-cnexTp B COOTBETCTENM C TECTOM)

Binnosigae (cooTseTcTayeT)

B. Metoa BEPX signoeigHo Ao Tecty

Bianosigac (cooTBeTCTEYET)
(meTop B3XX 8 cooTBETCTBMM C TECTOM) ’

CepegHa maca (cpeaHas macca ) Big (or) 247 mr o 273 mr (260 mr £ 5 %) 258,3 mr
OpHopigHicTe x og b MNpenapaT mac BUTpUMyBaTH Bunpobysanna .7 %
(OAHOPOAHOCTE AO3UPOBAHHBLIX 8AMHML) (Npenapar AOMXeH BEIAE@PHUBATE HCNLITUHWE)

Po3uMHEHHRA (pacTeopeHve) He menwe B0% (Q) 3a 30 x8 99.3 %

(He mexee B0% (Q) 3a 30 MuH)

CynposiaHi gomiwkw

(CONYTCTBYOWME NPUMECH):
- domiwxa A (npumecs A) He Ginbwe (He Gonee) 0,2 % <0,05 %
- domiwxa C (npumecs C) He Binswe (He Gonee) 1,0 % 0,42 %
- iHwa oxkpema domiwka (kpim domiwxu B) He 6inuuwe (He Gonee) 0,2 % 0,05 %
(Opy2an omdensHan npumecs (kpome npumecu B))
= domi :

cits Qemplomnn Gl Sy B He Ginbwe (ve Gonee) 1,2 % 0,47 %
{cymma npumeced (kpome npumecu B))
Mikpo6ionoriuna unctota 3aranbHe Yucno aepobHux MikpoopraHiamia
(MuKpoGHONOrMyYecKkan YMCToTa) (oBuwee umucno aapobHbix MMKpoOpraH#amos) - TAMC - <50

we Binswe (He Bonee) 10° KYO (KOE) a1 r

3araneHe YMCNO ApixgxoBMX Ta nnicenesnx rpubie

(oBLLee YMCND APONOKEBLIX W NNecHeBbix rpubos) - TYMC - <20
He Ginbwe (He Gonee) 10° KYO (KOE)s 11
BiacyTHicTe (oTcyTcTBMe) Escherichiacoli B1 T Bigcythi (oTcyTeTEYIOT)
KinbkicHe Bu3HaYeHHRA
(KONWYecTBeHHOE OnpeaeneHue ) Big (or) 71,25 mr go 78,75 mr (TS mr £ 5 %),
- knonidozpens (xnonudozpens) B NepepaxyHKy Ha CepeaHio Macy oaHici tabneTku 75,27 mr
(C 4sH 45 CINO,S) (B NnepecyeTe Ha CPEAHIOIo Maccy ogHoN Tabnertkw)
Ynaxoska (ynakoexa) Mosuxen Bignosigatw sBumoram HO i 3
(AomKkeH cooTeeTCTBOBaTL TpeboBaHuam H) Blanosigee (cooTRoTCTEYST)
MapkyBaHHa (mapkmpoBka) MNosxHex BianosinaTh Bumoram HO
(AOINEM CAOTRRTCTRORATS. THESORSMAM HE) Bignosinae (cooTsetcTayeT)
Tepmin NnpuaaTHOETI (CPOK rOAHOCTH) 2 poxm (rona) Ao 03.2023
BucHosok BKA: Bignosigae
(3aknueHue OKK: CootseTcteyer ViexgaAes. KerFpona /

MyGriwme a-umep«e ToBag,
iHaykoac-aupors 2
f)f‘ﬂ--:- aChAA Kidial dge

Hay. BKA (OKK) : MNegewko O. |

//z JlbMG N TTE 3G 4 G5l S/
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NYBJIHYHOE AKILHOHEPHOE OBUECTBO «HA YYHO-ITPOMIBOACTBEHHLIM
UEHTP « BOPIIATOBCKI A XHMHKO-®APMAIEBTHYECKH I 3ABO/I»

Yxpauna, 03134, r, Knes, yn. Mupa, 17
Tea. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+18044) 205-03-14 (Ynoawomouchnoe nHio)
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CEPTHO®UKAT CEPHMH U151 JEKAPCTBEHHOI'O CPEJICTBA
Atporpen, TabseTku, NOKPLITHIE NAeR04N0I 0Gosoukoii, no 75 mr

Hanmenoraime npogyxumn

Jlexapersennan popma

Cuna
AeHCTBHA/AKTHBHOCTL

Paimep ¥ THO YNaKOBKH
CTpana-npoM3IBOAHTEN L

Homep perserpanHonnoro
CBHICTENLCTBA
Homep cepun

Paimep cepun
JlaTa nponisoacTsa

JlaTa oKoHYAHMA CPOKA
roaHOCTH

Haseanus, agpeca u
HOMEPA JHUEHINK BCEX
Y4ACTKOB NPOHIBOACTBA M
KOHTPOJIN KAYecTBa
Ceprudukars: GMP
YHACTKOB, YKAJAHHLIX B
n.10

PeayasTaTil aHANHIOB

Kommenrapuu

3annnenue o
cepTupHKaunn

DaMuAHA, NOANHCL W
AOMAHOCTL AMILA,

BLIABUIErD pajpelenne Ka

BLINYCK CEPHH

Atporpena

Tabnerxku, nokpeiTeic nacKoyHoi oBonoyxoll, no 75 mr

| TabneTka COREPMMT: KIOMHAOTPENL B BIfe KAONHAOIPEsA
Gucynsdara (B nepecyere va 100% xnonuaorpens) - 75 Mr

[To 10 Tabnerok 8 Gancrepe; no 3 Gaucrepa B nayke

Vkpauua
UA/6567/01/01 (Yxpauna)

1830321
12 600 yn.
25.03.2021
no 03.2023

Yxpauna, 03134, r. Kneas, yn. Mupa, 17;
nnuenans AB NeS98003;
cauneTenscTso 06 aTrectanmi naboparopuit OKK Ne96

Ne017/2019/GMP po 18.01.2022

[pusenensi B cepTidHEaTE KavecTsa

HacrosiuyM NOATBEPAANO, YTO BLILCYKAIAHHAY MHPOPMALHA
sBAKeTCR AocTosepnol M Tousol. DTa cepus npoaykuux GOmina
npoKasejiena (BKNOYa%s  YNAKOBKY/MEDKHPOBKY) M NpOBEJeH
KOHTPO/Ib €€ KAYECTBA HA BBILCYKAIAHHOM YYACTKE B MNOMHOM
coorsercTeni C TpeBopauusmu GMP, yCTaHOBNEHHBIMH MECTHBIM
PETyNATOPHBIM  OpraHOM, a4 TaKkke B  COOTBETCTBHH  CO
ceuHMHKALHIMH, KOTOPbIE COACPKATCA B PEFHCTPALHOHHOM 10CHE.
IMporokonst npoisoactna GwidM MPOCMOTPEHB! M YCTAHOBACHO

2 s
Java noanwesnun
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«BOPLYAMBCLKHA XIMIKO-@APMALEB THYHHA 3AB0L» «EOPUArOBCKHA XUMHKO-@APMALEBTUYECKMA 3AB0G
Biddln Konmponw Axocmi Omaden Koumponsa Kavecmea
Caigoyrso npo avecrauio Ne NT-410/14 sig 03.12.14 C 06 ar Ne NT-410/14 or 03.12.14
anaane [N "Yupuerprectcrangapr” qu)s Bulgano ] "YepueTprectcTangapr”
Calzoutso npo arectaupo Ne 96 aig 20.01.12 Cawa cTRo of ar Me 56 o 20.01.12
angane coymBon Ypaine 3 nikapcsxmx 3acobis suigano I ywG0A YipauHil NO NEXAPCTBEHMLIM CPBACTRAM
Yupaisa , 03134, w. Kuln, wyn Mgy, 17 Yupawaa, 03134, r Kues, yn Mups, 17
Ten 205-41.38, 402-76-36. Paxc 401-40-36 Tan 205-41.38, 402.76-36, anc 401-40-38
(Ceprughukar kayecTsa)
ATPOI'PEN
(atporpen)

TabneTtku, BXxpuTi Nniexosoio obonoxko, no 75 mr, no 10 Tabnerok y GnicTepi, no 3 6nicrepu B navyi
(rabneTku, NOKpbITLIE NNEHOYHOR 0GoNnoyko#, No 75 mr, no 10 Tabnetok 8 Gnucrepe, no 3 Gnuctepa B nayke)

Ne cepil (cepuw) 1830321 Kinekicts B cepii (xonviectso & cepun) 12616 wr
Ta oo _25.03.2021

obysaHHA npoBegeHe 3rigHo Mer KoHTponio akocTi /13 Ne SFP-146-05

D q

np

CTD

(ueneiTanun nposeaeHsl cornacHo MeTogos koHTpons kavectea JIC Ne SFP-146-05)
NokaaHmkK AkocT |__Kpurepil npuANHATHOCTI (KpMTEPHMK NPUEMNEMOCTH)
(nokazavenu Kavecrea) NpH BHNYCKY (NPW Beinycke) Panry peemere)
Onuc (onucanmue) Tabnerxu xpyrnol hopmu 3 y , BRpHTI|
I 61 P XONLOPY Bi
(raBneTeM Kpyrnow opMel ¢ YXNOR NOB bi0, YHBRT eI
NOXpTHe NnewowOh 0GGNOUNOR PO30BOrD useTa)

lagHTHdiKauin (MaeHTWDMREUMA)
. idoap ( . ) A. Y®-cnextp sianoeigno Ao Tecry
(Y@-CcnekTp B COOTBETCTBMM C TECTOM)
B. Meron BEPX slanosiano ao recty
(meTog BIWX B COOTBETCTEMM C TECTOM)

Bignoalinac (cooveercreyer)

Bignosinac (cooteercreyer)

CepeaHn maca (cpeaHar Macca ) Bia (or) 247 mr go 273 mr (260 mr £ 5 %) 264,8 wr
0, i i ™ &

' APEVERS oSS HR- SO 36 %
(AMOPORHOCTE AOINPOBAHHBIX BLUHMLY (npenap en
Po3 (p D ) He menwe 80% (Q) 3a 30 xa 1029 %

| (Ha maHee B0% (Q) 3a 30 muH)
|Cynposiani aomiwkm

~ domiwka A (npumecs A) He Ginswe (He Gonee) 0,2 % < 0,05 %
- domiwna C (npumecs C) He Ginbwe (He Sonee) 1,0 % 0,35 %
- inwa domi (xpint Bomi B)
: Bine Gonee) 0,2 % < 0,05 %
(Bpyaan omdensHan npumecs (xpome npumecu Bj) il o )
RS S ) He 6lnsiue (He 6ones) 1,2 % 0,35 %
(cy P (xpome np 8))
MikpoSionorivsa wucrora 3araneHe Yucno aepob ikpoop
(MMKDOOMONOrMYECKAR YHCTOTA) (oBuwee weno a3pobHbix MUKPOOPraHKamos) - TAMC - < 50
He Blnbwe (e Gonee) 10° KYO (KOE) s 11
3ara, wHEno Ap T2 nni rpubia
(oBuwee Yneno ap " pubos) - TYMC - <20
e Ginswe (ve Gones) 10° KYO (KOE)a 1 ¢
BiacyrwicTs (oTcyTcTawe) Escherichia coli 11 Biacysi (orcyTereyior)

KinexicHe aMIHaYeHHn
( ) Big (o7) 71,25 mr o 78,75 mr (75 wr £ 5 %),

- idoap I dozpens) 8 NepepaxyHKy Ha cepenHio Macy oaHicl TabneTu T7.43 mr
(CwHwCINO,;S) (B N@pecweTa Ha CPAAMIKD MBCCY ORHOR TaBneTim)
Ynaxoska (ynaxkosxa) Nosunen sianosinaTw sumoram HY
it s H) Bignoalpac (cooteercrayer) I
MapxyBsannR (Mapuposka) n i i HA |
@ e T H Blanosinae (cooteercrayer) |
Tepmin np i (cpox ) 2 pok (rona) flo 03,2023 |
B yaoxk BKA: Bignosigae sumoram Metogia konTpomo skocTi 113 Ne SFP-146-05
(3akniouenue OKK: CooTeeTcTayeT Tpebon - : area [1C Ne SFP-146-05)

Pyfum s o -
LR TLT

Hauy. BKA (OKK): TMepewxko O.I1.
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MyGnlyne axylonepra moaap «Hayxoeo-eupoSHUUll yeHmp y6nuyiHos akyuoHepHoe oStecmeo «HayyHo-npouseodcmeannbill YoHMp

«BOPUJATIBCEKHI XIMIKO-®APMALIEBTHYHNIA 3ABOg» @ «5OPLIArOBCKHIA XUMHKO-®APMALIEBTHYECKHA 3ABOL>
BI1doIn Konmpomio Sikocmi Omaest Koimpona Kavyscmea
Calaoyrao npo arecrayiio Ne NT-410/14 81 03 12 14 CengeTenscrso of arrectauni Ne MT-410/14 or 03 12 14
wnate AN "YkpeeTprecTcTanaapt” BchB shiaato [T "YkpMeTprecTcTanaapt”
Caigolrso npo arecrauiio Ne 98 sig 20 01 12 Cangerenscrao of aTrecraumu Ne 86 ot 20,01 12
sugaKe lepxasHOI0 CTyk5oi0 Ykpalku 3 nikapcoxux 3acobie apAaHO [ocyaapcTaeHHON cnyxGo YKpanHs N0 NexapCTaeHHLIM CPeACTRaM
Yipaiua , 03134, s Kuis, syn Mupy, 17 Yxpawin, 03134, r.Kuow, yn Mupa, 17
Ten 205-41-38, 402-76-38, caxc 401-40-36 Ten 205-41-38, 402-76-36, daxc 401-40-38
CEPTUDPIKAT AKOCTI
(CepTudhurar kayecraa)
ATPOIPEN
(atporpen)

tabneTky, BKpUTI nniBKoBOIO 060MOHKOI, MO 75 Mr, no 10 TaGnerok y 6nicTepi, no 3 6nicTepu B nayui
(rabneTku, NOKPLIThIE NNEHOYHOW 060s10NKoM, fo 75 Mr, no 10 TabneTok B 6nuctepe, no 3 6nucTepa B nauxe)

Ne cepil (copuu 1850321 KinpKicte B copii (konuuecteo g cepun) 12616 wr
ara BUpo6HUMUTBA (1aTa npouasoacTea)  25.03.2021

PeecTpauliitHe noceigueHss (perucrpauuoHHoe caugeTenscreo) Ne UA/6567/01/01

epMin_ il pe PaUIVHOrQ NOCBIAYEHHA HOQOMEXEeHWM (CDOK JeiCcTBUS RerMCTPa
Bunpo6ysaHHs npoBefeHe 3rigHo MeTtoAlis koHTponio sikocTi J13 Ng SFP-146-05
(MChbITaHUsA NPoBeAeHL! cornacHo Meronos korTpons kadectea JIC Ne SFP-146-05)

Mokasxuku stkoctl Kpurepil npuiHATHOCT! (KpUTEpU NPUEMBMocTy) PeayniTari (pesynsTarsl)
(nokasaTenu kayecrsa) npy BUNYCKY (Npy Bbinycke)
Onuc (onucarue) TabneTku xpyrsnol opMu 3 RBOONYKSIOH NOBEPXHEID, BXKPUTI

nniBkoBO 060MOHKOI0 POXEHOrO KONbOPY
(TabneTky Kpyron opMbl G ABORKOBLINYKNON NOBEPXHOCTBIO,
NOKPBITLIE [IBHOYHOM 0BONOYKOH PO30BOra UBETa)

Bianosinae (cootsatcTayeT)

InenTHdikaulr (waeHTHdUKaUMR)
- knonidoepens (knonudozpers) A, YO-cnekTp BignoslgHo no tecty

Bignosigae (cooTBeTCTBYET)
(Yo-cnexTp B COOTBETCTBUY C TECTOM)

B. Merog BEPX slgnoaiaHo fo tecty

Bianoslpae {coorseTcTayeT,
{meTog BOKX B COOTBETCTBUM C TECTOM) lanoslae { yer)

Copeasa maca (CpefHsa Macea ) Bia (ot) 247 mr o 273 wr (260 mr £ 5 %) 259,5 mr
OanoplaticTb KO30BAHMX OQUHULL Mpenapar Mac BHTPUMYBaTH BUNpo6yBaHHA 20 %
(ORHOPOAHOCTE A03IMPOBAHHBIX 8ANHMLY) (npenapaT AonXeH BLIAepHNBaTEL HCNBITHHE) ’
Po3yuHeHHs (pacTeopeHue) He meHwe 80% (Q) 32 30 x8 102,5 %

(He meHee 80% (Q) 3a 30 muH)

Cynposlaxl aomiwku
(conyvcTaylowme npumecs):

- domiwka A (npumeck A) He 6inbuwe (He Gonee) 0,2 % <0,05 %
- domiwka C (npumecs C) He 6lnbine (He Gonee) 1,0 % 0,29 %
=il OKpOMa GOMI| 1

Inuraicxpana domicgel (Npla dosltiu B} He 6inbuue (e Gonee) 0,2 % <0,05 %
(Opyaas omdenshHas npuMech (kpoMe npumecu B))
- cyma domiw v domiul

¥ i He 6inbuwe (He onee) 1,2 % 0,29 %

{cymma npumeceii (kpoMe apumecu B))
Mikpo6ionoriuna uucrorta 3aranbHe Yucno aspobHUX MikpoopraHismis
(mukpoGuonorMueckan uMcToTa) (obLes uMcrno aspobHbIX MUKpoOpraHuamos) - TAMC - <50

Ho Glnbute (He Gonee) 10° KYO (KOE) 8 1 1

3arancHe wMcno aphkakoaux Ta nniceHesux rpubis

(o6Liee YMCNO APOXOKEBbIX U NNecHeBbIX rputos) - TYMC - <20
e Glnkwe (He Gones) 10° KYO (KOE) 81T
Bigeythictb (ovcytctaue) Escherichiacoll s 1 v BlacyvHi (orcyrcreyior)
KinbkicHe BU3Ha4eHHA
(KonK4ecTBeHHDS onpejensHue ) Big (ot) 71,25 Mr oo 78,75 mr (75 mrt 5 %),
- knonidoapens (knonudozpenb) B NepepaxyHKy Ha cepeaHnio Macy oaiei TabnerTku 75,28 mr
(C 45 H 14 CINO, S) (B nepec4eTe Ha CPERHIOID MAcCy OfHO TalneTk1)
YnaxoBxa (ynakoska) MoruueH sianosinarn Bumoram HO
(BosxeH cooTBETCTBOBATL TpeGoBaHuAM HI) Binnosinae (coorseTcTayer)
MapkyBaHHsS (MapkupoBKa) TNMosuHest signosinaru Bumoram HO
(ROIKEH COOTEETCTEOBATE Tpebosanuam HJ) Binnoslnae (cootsatcTayer)
TepmiH npuaaTHOCTI (CPOK rogHOCTH) 2 poku (ropa) Do 03.2023
BucHosok BKA: Bianosigae sumoram MeToais konTponio sikogri 113 Ne SFP-146-05 Jp—
(3akmioyeHne OKK: CooTBeTcrsyeT Tpebosd | IC Ne SFP-146-05) s ~

Hau. BKA (OKK) : TMegewko O.I1.
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ITYBJIHYHOE AKIIHOHEPHOE OFIECTBO «HAYYHO-NPOM3BONCTBEHHBIA
IIEHTP «5OPHIAT OBCKMi XHUMHAKO-PAPMANEBTHUECKHHA 3ABO/»

Vxpauna, 03134, r. Kues, yu.|Mupa, 17
Teu. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83, (+38044) 205-03-14 (¥{r0IHOMOYEHHOE JIHUO)
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CEPTHO®HUKAT CEPUM JJIS1 JEKAPCTBEHHOI'O CPEJACTBA
ATporpe, Ta6.1eTKH, HOKPLITHIE ILIeH0YHOIi 060/104KOii, IO 75 Mr

HauMeHOBaHHe PORYKIHH
JlexapcrBenHast dopma

Cuna
HelicTBER/aKTHBHOCTDL

Pa3Mep H THO yAKOBKH
CrpaHa-IIpoOH3BOXHTEIDL

HoMep perscrpansoHHor0
CBHJeTeIbCTBA
Homep cepun

Pa3mep cepuu
JaTa Hpon3BoJCTBA

JlaTa oKOHYAHHS CPOKA
FOXHOCTH

Ha3spanus, agpeca
HOMepa JHIEH3HH Beex
y4aCTKOB IPCH3BOACTBA H
KOHTPOJIF KayecTsa
Ceprudnxarst GMP
Y4ACTKOB, YKAZAHHLIX B
n.10

Pe3yabTaTh! aHAIH3O0B

KoMMeHTapHK

3asBaeHHe 0
CepTHPHRALMHE

Damuians, DOANHCH H
HOJDKHOCTD JIHIA,

BBIIABINENC DA3PELICHHEe Ha

BBIYCK CEPHH

ATporpen
TabneTkH, NOKPHThHIE

I Tabnerka conepxut;
Gucynrdara (B nmepec)

IeHo4YHOU 060NouKoii, 1o 75 Mr

: KJIONHMAOIPEIIb B BHAE KIOMHAOIPEs
1ete Ha 100% xnomnaorpens) - 75 Mr

Tlo 10 Tabnerox B 6mricTepe; o 3 GiMCTEpa B aYKe
Yxpauna
UA/6567/01/01 (YkpauHa)

1850321

12 600 ym.
25.03.2021
zo 03.2023

Vxpauna, 03134, r. Kues, yi. Maupa, 17,
muuensusa AB Ne5S98(003;
cBHAETENLCTBO 06 atrecraunu nabopaTopuit OKK Ne96

Ne017/2019/GMP na, 18.01.2022

TIpuBeieHB B CEPTAPHKATE Ka4eCTBA

HacrosuimM TOATEEPXKAAI0, 4rO BlleyKasaHHas KHGOpMaLMs
SBIAETCS AOCTOBEPAON M TOYHOM. DTa cepHs NpomyxkuuM Owlna
npomspeneHa (BKNIOYas YNAKOBKY/MApPKHDOBKY) M  TpoBelieH
KOHTpONb €¢ Kaye:TBA Ha BBIUIEYKa3aHHOM YYacTKe B IIOJNHOM
COOTRETCTRUM C Tp:eOoBanusMu GMP, yCTAaHOBIEHHBEIMH MECTHBIM
DeryiSTOpHBIM  OPraHOM, @ Taloke B  COOTBEICTBHH €O
crenu(UKALHAMH, 1:0TOPbIE COAEPKATCS B PETHCTPAHOHHOM JIOCHE.
TIpoTOKONH NPOM3BOACTBA OB HPOCMOTPEHB! M  YCTAHOBJIEHO

23.04.2021 r.

JaTa NOANHCAHHS
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