PHUU

Appeca 02093, M. Kuig, Byn. Bopucninscbka, 13
Ten./®akc: (+38044)568-32-10 MMpuitmanbHa
(+38044)207-73-41 Biggin KoOHTposO AKOCTI
(+38044)207-73-04 YnosHoBaxkeHa ocoba 3 AKOCTi

(+38044)207-73-27 YnoBHoBaxeHa ocoba 3 ¢apmaroHarnagy

Ceptudikar akocri / Ceptudikar aHanisy N2 170000000793

(Ha3Ba, cuna Aii/akTMBHICTD, NikapcbKa dopma Ta

ynaKoBLji roToBoi NpogykKLii))

2. Homep cepit:

3. Posmip cepii:

1. HaiimeHyBaHHA npoRyKuUii: ACKOPBIHOBA KMCJTOTA - JAPHWLIA
1 MmN po3uKHy MicTUTb ackopbiHoBoT Kucnotu 50 mr,
po3mip ynakoBku (iBEHTUYHO [0 TEKCTY Ha PO3UMH A iH’ekuin, 50 mr/mn;
no 2 mn B amnyni; N2 10 (5x2) B nauti 3 MapKyBaHHAM YKPaiHCbKOIO MOBOIO
AF10122
26,193 TYN
YKpaiHa

4. KpaiHa-BUpPOGHUK:

5. HafimeHyBaHHA KpaiHu / KpaiH npu3HaueHHAa YKpaiHa

Ons cepii:

6. Homep peectpauiiiHoro noceigueHHs: NeUA/2991/01/01
7. JaTa BUpoGHULTEA: 01.2022

8. [aTa 3aKiH4eHHA TepMiHY NpuAaTHOCTI 01.2024

(micaup i pik, nicna Akoro J13 He 3aCTOCOBYETbCA):

9. HazBa, agpeca Ta Homepwu nileHsil BCix
BinbHMLL BMPOGHULITBA | KOHTPONIO AKOCTI;

Ceprudikatu BignosigHocti GMP Bcix 13;

AiNnbHULb:

10. AHanis BUKoHaHui 3rigHo:

PesynbtaTth aHanisy:

niueHsia AB Ne598086;
cBigoUTBO Mpo aTecraujio JlabopaTtopiit BKA N2 128;
ceptudikar GMP Ne 035/2019/GMP

Ne2283, 3i amiHamu

BUPOOIEeHO, BKOYaloun YriakKoBKY/MapKyBaHHSA Ta KOHTPOMb AKOCTI Ha MpAT
«QapmaunesTryHa dipma «JapHuLa» 3a agpecoto: m Kuis, Byn. bopucninbcbka,

MKA 13 fo peectpauiinHoro noceigyeHHs NeUA/2991/01/01 sig 14.11.2019

Ne n.n.  HalimeHyBaHHs nokasHuka Buimoru HopmaTBHOT fOKyMeHTauil PesynbTat aHanisy
1 Onuc Mposopa 6e3bapeHa abo TPOXU KOBTYBaTa pigvHa Bipnosigae
2 lneHTudikaLia A Y®-cnekTp nornuHaHHA BUNpobysaHoro posuuHy, npurortosneHoro, Bignosigae

AK onucaHo B po3gini "KinbkicHe BusHaueHHs", B obnacTi Big 220 Hm
70 290 HM noBMHEH MaTV MaKCMMYM MOTAIMHAHHA NPU AOBXUHI XBuni

(24342) um
3 o 1 mn npenaparty gogaiots 0,2 M1 a30THOT KMCIOTU po3BeaeHoi P i Bignosigae
0,2 mn cpibna HitpaTy po3unHy P2; yrsoploeTbea cipuin ocag,
4 Mpenapat Mae 6yT1 Npozoprm Bignosigae
5 Mpenapat nosuHeH 6yTn 6e36apBHIM abo He NepesuLLyBaTH Bignogigae
craHgapT GY5
6 5,0-6,5 6,2
7 He 6inbwe 0,3 % Bignosigae
8 06'em, WO BUTAraETbCS MNpenapat mae Bignosigaty Bumoram [1OY, 2.9.17 Bignosgigae
9 MexaHiuHi BKNIOYEHHS. BUgUmi Bignoeigae Bumoram JOY, 2.9.20 Bignosigae
YaCTUHKM
10 MexaHiuHi BKHoYeHHs: HeBuauMi  Bignosigae sumoram OV, 2.9.19, metoa 1.B Bignosigae
YaCTUHKN
11 CrepunbHictb MNpenapar mae 6yt crepusibHIM Bianoginae
12 bakTepianbHi eHROTOKCUHN IpaHyHa KOHLEeHTpaLlis eHJOTOKCUHIB — He 6inblue 59,0 MO/mn Bignosigae

@04@’2/?377
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13 KinokicHe Bu3HaueHHs
14 YnakoBka
15 MapkyBaHHs

MpoposxeHHAa CepTudikar Axocrti / CepTudikar aHanisy Ne 170000000793

AckopbiHoBoi kucnotn 47,5 - 52,5 mrimn 50,4 mr/mn
BigriosigHo no MKA N3 Bignogigae
BignoeigHo no MKA J13 Bignosinae

11. KomeHTapi:

12. YmoBwm 36epiraHHA:

13. 3asea npo cepTudikayiro:

bes KomeHTapis

B opurinanbHil yrnakosui npy Temnepatypi Big 2°C fo 8°C. 36epirati B He[iOCTyNHOMY /1A
aiten micui.

Lium nigTeepakyio, wo BCi BUpo6Huui cTagii ana uiel cepii rotoBoi npogykuil 6ynu npoeegeHi
B MOBHIl BiAMOBIAHOCTI 3 BUMOramu, BCTAHOBJIEHNMU B YMHHOMY KepiBHuUTBi no GMP,
3aTBepxeHoMy MiHicTepcTBOM OXOPOHYU 3[0POB’'A YKpaTHy, | 3 BUMOramu peecTpauiiiHoro
JOCbE KpaiHu Npu3HavyeHHs

Cepis go3soneHa Ao peanisauii / BigpanTaxenus 3 31.01.2022

[M1B: OxoTHikoBa T.M.

Mocaga: YnoeHoBaxeHa ocoba

NignucaHo enekTporHUM nignucom: 31.01.2022

3arsepaxylo

Crop.232




Alpeca CI08Z,

2 o Ruig, syn, bopucninbcoxa; 13
F Prakc: -

FEE-3E-10 Tpuimancka

1 Binain KoHTROmMO AKGCTE

. Ynosuopaxena ocobs 3 AKOCT

i3-77 Ynopropaxena ocoba 3 JapmakcHarnagy

Ceprudikar sakocti /| Ceptudikar ananisy N2 170000000794

1. HaimeHysanns npogysuils _ ACKOPBIHOBA KKUCROTA - JAPHWLA

{Hazea, cuna alifakinenicTs, NIKARCHKA GOPME T8 1 MN RO3UMHY MICTITE ACKOPBIHGBEOT KUchoTi 50 wMF,

pO3MID YRAKOBKY (IAEHTUURG 0O TEKCTY Ha poauws AnA iW'exuii, 50 mr/mn;

YIAKoBLU TOTOBOT Npogykuiiy) Tio 2 mas annyni; N2 10 (5x2) 8 navill 3 MapRyBaHnAM yRPaTHCBROIO MOBOID
2., Homep cepit: _ AF20122

3. Poamip cepiit - 28,007 ™V

4. KpaTHa-BupobHnk: _ ¥ Yrpaina

5. Haitmenysanan kpaiuit / Kpalk NpUaHaguenss Yrpaina

ana-cepii:

6. Homep peecTpaliinoro nocsigueHns: NEUAZ2G91/01/01
7. Bara supobhyuTRa: 01.2022

8. Hata sakinueHHa repmidy npuiarHocTi 01.2024

{micaub i pik, nicas skorc N3 He 3acTocosyeThea )

8. Hasga, afpeca Ta KoMepn nigewsilk Beix BUPOONERES, BKNIOUAIOUN YNAKOBKY/MapKYBaHHA Ta KOHTPOMNL srocT! Ha [pAT
SUbHULS BUPOGHULTES | KOHTPOMO AKOCT aWapmauesTuHa dipma «JapHiusy 3a agpecoio: M Kils, By, bopucninocbya,
Céprudikatn Bignosignocti GMP acix 13;

DineHuUs: sltessin AB NeHOBORE:.

CHIBOLTEO NPE arecTauiio naboparapin BKA Mo 128
ceprudikay GMP Ne035/2019/GMP

10. AHani3 BUKoNaHU 3rigHo; MKA N3 po peecrpauiiivore nocsipuenna NeUAZ991/04/01 aig 14.11.2019
Ne2283, 31 sminamu

PezynbraTy avanisy;

Nern  HafiviedyBaHHA NOKasHIKE Bumory kopmaTusHol forkymerTayil Pezynbrar ananisy

' 1 Onwe Mpo3opa HGe3bapara abo TPOXW woBTYBaTa pignHa Bignosinas
F _
* 2 laenTudixayin A Yd-cnexT noriviarss BrnpoGyBatoro posuney, npurotoeneHore, Binnosinss

f1 onwncado 8 poaain "KinbricHe susnavenHa”, g obnacti Big 220 Km
510 200 HM ROBUHEH MATI MAKCHMYM NOTTUHAHHA NPW JOKUHE XBun

{243+2) na
4 - lgewrudiraipg 8 - - 80 1-mn noenapary-gogaiote 3.2 pmn a3oTHol kucaoTy poseenenol B Bigrosigae
} 0,2 win cpibna niTpaty posuuny P2; yreopoerben cpuit ocag
4 'ﬂpeaopitﬂs Tpenapat mag ByTy npo20pnM Bignosinae
5 Konboposicts (Ipenapart nosuHed Sy Oez0apsHim 3G0 HE NepesnuyBaTH Bignosinas
- h crangapr GY5
5 oH L 50-65 e
§ 7 © UWaeness wacnota : T He Binswe 0.3 % ' Binnoaifse
i B DO, 1O BATATIETCA - Mpenapat mac Bifnosigatv Bumoram AOY, 2.9.17 Bignosinae
9 . Mexariyni BKIIGUSHH BUEUM Binnosiaae smaoram Y, 2 2k A v Bignogiflas -
: _ HECTUHRY : - >
t 10 Mexarivnl sBrmousHHa) Hesuumi - Bianosinae sumoram JOY Bignosipag
‘[' YACTUHKN !
. T Crepunssicrs fipenapart mac 6yTu crefiid Binnosigac
ST BaKTepianbH CHAOTORENHN .. [paKnyHa KoHLEHTpaLin 50 MO Binrobisg
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13 KinbicHe suiliaushig
14 . ¥naKkoBKa
15 MapryBatHa

IpofoBxkenna CepTudirar akocti | Céb"r.m.dﬁikav awanisy Ne 170000000794

Ackop6inoss! Kuénots 47,5.- 52,5 mrimn 49,9 mr/mn
BignosigHo ao MKA Ji2 Bignosinas
Bignogigro fo MRA i3 ’ ) Binnceinae

11. KomenTapi:

12. Ymosn 36epiranun:

13. 3asiBa npo cepridikai

0!

bes KomerTapia

B opuridansHin ynakobLi fpi Temnepatypi 8ig 2°C fo 8°C. 36epiratil B HEAOCTYHHOMY Ans
mitein micyi.

s nigreepiuyio, 00 BE upobradl cTanll ans wiel cepil roTesol npoayviuil bynii nposensHi
B AOBHIA 8IANCOBIgHOCT! 3 BUMOTaMK, BCTAHOBNEHVMI B UMHHOMY KepiBHULTEI flo GMP,
aarseppkeHomy MiHICTEDCTBOM OXOPOHN 300p08'A YKpaitn, | 3 BuMoramMn peecrpauifinoro

" BOCHE KPAEIHN MPU3HAYeHHS

Cepin go3BofenHa Ao péanisaui'f ! sippanTamenns 3 31.01.2022

1IE: Oxortaikoea T.M.

Nocapal YriosHosaxeHa ocoba

Mignucano enekTpoHkM Nignncom: 31.01.2022

3aTBepAKYIC

Crop, 232




-Appeca 02093, wm. Kuig, syn. bopucninocexa; 13

Ten. /Qaxkc: (¥38044)568-32-10 Mpuismansya

(+38044) 207-73-41 Biggin Koutposo axoct
(+38044)207-73-04 YnosHosaxeHa ocoba 3 mKOCH
(+38044)207-73-27 YnosHopaxeda ocoba 3 dapmakosarnnly

Ceprudikar axocri / Ceprudikar ananisy Ne 170000000795

1. HalimeHyBsaxH= Npoayxryil: ACKOPBIHOBA KMCAOTA - BAPHMLA

(Hasea, cuna giifaktvesicTe, nikapcoka dopmaTa 1 Mn posumky MicTTe dckopbiHosoi kucrioTit 50 Mr,
po3amip ynakoBkn (iGeHTUMHO A0 TEKCTY Ha DPO3UNH ans W ekuid, 50 mrimn:

ynakosui roTosol npoaykuill no 2 mn ramnyni; N2 10 (5x2) & riauui s mapkysaHHam _yxpé’frtcz:xo!o MOBOIO
2. Homep cepii: AF30122

3. Pozmip cepii: 25,987 VI

4. Kpaina-Bupobuuk; YupaiHa

5. Halimenypanuna kpainu / KpaiH npuiHaueHua Yxpaida

Bna cepil:

6. Homep peccrpauiiinore noceiguenns: NEUA2991/G1/01

7. fara supoGHuuTEa: 01.2022

8. laTa 3aKiHueHHA TepmiNy HpuaaTHOCT 01.2024

{micaup i pik, nica Akoro J13 He 3acToCOBYETHCA):

8. Hassa, appeca Ta HOMEPEY Nitewsii seix BUPOGNEHO, BRITIOYZIOUN YNakoBKY/MapKyBaHHS Ta KOHTPONE AKOCTI Ha ApAT
-BbHUUL BupoGENLTEa | KOHTPOMIO AKOCTI! «apmadesTiHa dipma «lapauyas 3a anpeco; M Kufs, syn. bopucnifnseska,
Leprudixati signopigrocti GMP scix 13;

AiNbHUUb: niyeHsia AB Ne58B08E;

€8iacUTBEO NPo atecrayiic nabopatopin-BKA Ne 128:
cepridikat GMP Ne 035/2010/GMP

10. Ananiz pikOHanuii srigho: MEKA I3 po peectpauivivioro nocsiguents NeUAJ2991/04/61 sip 14.11.2019
Ne2283, 3i amidamun

Pedynbratul ananisy:

N2 .. HadimenysavHa noxasHuKa Bumorn HopmaTvBHOT BOKyMeHTaUT Pesynbrar asanisy
1 Onne fiposopa 6e3bapsHa a0 TPOXM XOBTYBaTa pigvHa Bignosigac
2 laenrudsiauin A YP-CrekTp nornuHaKEA BUNPOGYBaHOTe posumkY, npurotosnekoro, Bignosipas

AK ONUCAHC B poagini "KinbkicHe suzHavennn”, 8 obnacri sig 220 Hm
R0 290 HM MOBUHEK MaTV MaKCUMYM NOSTUHAHHR NpW foBsH xennl

{24342} um
3 lgenndixayin B fo 1 mn npenapary goganth 0,2 mn azotHol kucioTr poasegesoi P i Bighosigae
0.2 mn cpifna Hitpaty posunry P2; yTEOPIOETLCA cipwii ocan
4 flposopicTe © Pipenapat mac 6yTW Bpo3opum Bignosinag
5 KonvoposicTs: Fipenapar nosyHen Gyt Geabaperim abo we nepégz@mysam‘ Bignosifae
crangapr GY5
6 pH 5,0-6,5 863
7 Hlagnega KuerioTa He Binbwie 3,2 % Bignosigae
& OB'eM, 140 BITAracTHCS Mpenapar mae sighosigari sumoram OV, 2.9.17
2] MexaHiurt srniouekHa: Blniimi Bignosigae sumoram [0V, 2.9.20
_ YACTUHKY
10 Mexanivsi ekniovenss: vesuguml-  Bignosigae sumoram A9Y, 2.9.19, meTon 1.8
YACTIHKM,
11 CrepunesicTs Npenapart mae Gyt crepunbHrmM
12 BaKrepiansHi eHAOTORCHHY Mparvyna KoRi[eHTPaUR eHIOTOKCIHIE — He Ginbwe 59.0 NePad

Brouee 05 &9 70.65.9D8 3 /




Nipopoewenna CeprudinaT axecri / Ceprudikar ananiay N2 170000000795

13 KinbiicHe Busnauesing Acxopbitero? kKucnotw 47,5 - 52,5 mrivn 50,1 mrimn

14 ¥nakoexa Bignoeinse go MKE N3 Bignosigae

15 MapKysaHH# Blariogilee go MKS 113 ’ Zignosigas

11. KomenTapi: bes komertapis

12, Ymosu 36epirakns: B opurisanbHin yrakosiyl fipu Temriepatypi sig 2°C go 8°C. 36epira™h B HELOCTYHHOMY AnR
airen micyl

13. 3asea npo ceprudikauiiol Lvm nigTeepyxyo, wo i rpobHMyi <Tagil gra Liel cepii rotosol npogykuiil 6y nposenen
& NOBHIA BignosinHOCTI 3 BruMoramK, BCTAHOBRSHUMM B UMHHOMY KepirnuTsi no GMP,
saTaeppreHoMy MinicTepcraom oxoponm 3gopos’a YKPaiHu, | 3 sUMoramy peecTpalliiiHore
AOCbE-KpalHy NPU3HaYeHHs

Cepin gozeonexa go peaniszauii / sigsanTtamenns 2 31.01.2022

3areepamyo
Mib: OxoTHikosa T.M.

Nocana: YriosHosaxeHa ocoba

TMignncaso enekTporHyM mianncom: 31.01.2022

Crop: 232




Axpec 02093, p. Kues, yn. BopHcnonecrag,
v Ten./$axc: (+38044)568-32-10 npuwazai 60309 7 5
ﬁ Q @ H U u Q (+#38044)207-73~41 Ovnesn xouTpons xavects
{(+38044)207-73~04 YnonHoMoueHHOS MO [0 KAYeCrsy
(+38044) 207~73~27 YNonHoMOYEHHOS SO NO JapMAKOHANSOPY

CeptuchukaTt cepum nekapCcTBEHHOro cpeacTsa

1. HaumeHoBaHue, cuna ACKOPBUHOBARA KUCNOTA-JAPHULIA

DeACTBUSI/aKTHBHOCTD, fIeKapcTeeHHas 1 M pacTsopa COAepHUT ackopbuHoson kucnoTsl 50 mr,

dopma u pazMep ynakoBKu pacTeop Ans uHbekuu, 50 mrimn

(MBEHTUYHO TEKCTY Ha YNaKoBKe no 2 mn B amnyne; no 5 amnyn B KOHTYPHON SHENKOBOMR

rOTOBOW NpoAyKUWK): YNaKoBKe; No 2 KOHTYPHBIE AYEVKOBbLIE YNakoBKW B nadke ¢
MapKNpOBKOW Ha YKPauHCKOM f3bike

2. Homep cepuu roToBoW npoaykuun: AF60821 Paamep cepuu: 25731 ynak.

3. Crpana-npousBoauTens: YkpauHa

4. HaumeHoBaHMe cTpaHbl / cTpaH YkpauHa

HasHa4YeHus ans cepuu:

5. HoMep perucTpauuoHHOro UA/2991/01/01

YAOCTOBEPEHUR:

6. [ara npoussopcTea: asryct 2021

7. [laTa OKOHYaHUA CPOKa roAHOCTH 08.2023

{(Mecsay u rog, nocne koroporo JIC He

npuMeHseTcs)

8. HazBanus, agpeca u HoMepa NPou3BEAEHOo, BKITHOYas YNaKkoBKY/MapKUPOBKY U KOHTPOMb

NIULeH3UIM BCEX YHaCTKOB kavecTea Ha YAO «PapmauesTtudeckas cdupma «JapHuua» no

NPOU3BOACTBA ¥ KOHTPONs KavecTBa: aapecy: r. Kues, yn. Bopucnonsckas, 13;
nuueHsus AB Ne 598086, ceugerenbcTeo ob arrectalum

nabopatopuii OKK Ne 128

9. Ceptudpukarel coorBetcTBUA GMP  ceprudbukar 035/2019/GMP
BCEX YYACTKOB, YKa3aHHbIX B N.8:

10. PeaynbTrarthl aHanu3os: npuseneHs! B cepTudnkate aHanuaa (gononHexue 1)

11. KommenTapuu: XpaHiTb B OPUTMHANbHON yNakoske npu Temnepatype ot 2 °C go
8 °C. XpaHuTb B HEOCTYNHOM ANA JeTel MecTe

12. 3aaBnenue o cepruchukayuu: 3TUM NOATBEPKAAID, YTO BCE NPOUIBOACTBEHHbIE CTaauu ANnsg
3TOW CEepUn roToBOW NPoaYKUMK Bbinu NpousBeaeHs! B NOMHOM
COOTBETCTBUM C TPeBOoBaHMAMM, YCTAHOBNEHHBIMY B
Aencreyroulem pykosoactee no GMP, yTeepxaeHHOM
MuHucTepCcTBOM 34pPaBOOXPAHEHNS YKPauHbl, U C
TpeboBaHUAMN PErMCTPALIMOHHOTO OCkE CTPaHbl HA3HAUEHWUS.

13. Uma u chamunus
YNonHOMOYEHHOrO NTULA, KoTopoe
OCyWecTBNsAeT CepTUdUKaLNIo Cepuu:

14. MNMoanucek YNonHOMOYEHHOro nuua,
KOTOpOe ocylecTBnseT
cepTucbmMkaumio cepum:

15. Oara nognucanus:




Ronan&grnd 0&340«9 75

CepTtudbukar ananusa Ne 6

Haumenosanue npogykumi ACKOPBUHOBAR KNCNOTA-JAPHULA, pacreop ons UHBEKLWIA, 5O mrivn, no 2 mne
amnyne, no 5 aMnyn B KOHTYPHOM SUEMKOBOM YakoBKe: no 2 KOHTYDHbIE SiuelikoBbis
YNBKOBKY B NaYKE C MADKUDOBKOR HE YKDAUHCKOM H3bike

Homep cepun: AFBDBZ21 Pasmep cepui: 257371 ynax.
Homep pervcrpauucutore UAR2esvo101

yoocresepenus:

AHanus BeinonkeH no: MKK N1C ot 01.02.2021 k pervcrpauuonHomy vaocresepeHuio NelJA/2991/01/01

Peaynerar ananuss:

Ne n.n.  Haumenosanue riokazarens Tpebomarne HOPMATUBHOMN LOKYMEeHTaUMK Pesynurar ananusa
1 Onvcaupe Uipospadnas BECUBETHER UhK Cherka HMENTOBATER KUAKOCTL Cooteercrayer
2 Viaewtidhurauus A, YO-cnekrp nornoweHus MCHBITYEMOrD DACTRORR, CooTeeterayer

NPUrOTOBRENHOTD, KaK ONvcaHo 8 pasdens "KenwieoTasHHoe

onpenenexne”, 8 06nacTin o1 220 UM 10 290 HM JONKEH UMeTs

MaKCUMyM NIOTNIOLIEHIUS My ANUHE BONHbI (243£2) UM

B. K 1 mn npenapara npubasnsior 0.2 mn 830THeN KucnoTe! Coorsercraver
passeneHHon Py 0.2 M cepebpa HUTpaTa pacreopes P2;

olipasyeTon Cepriit ocanok

3 Tpospadsiocts Mpenapar aomweH Beits NpO3pEUHbLIM Cograercraver

4 Lsertoots lMpenapat gomkeH Bbite BECLBETHLIM UK He hpesbilate sTancH CooTeercrayer
3Y5

5 pH 50-85 8.0

6  llesencsas xucnora He Bonee 03 % Courgercrayer

7 Vseneraciiii obsem flpenapar AonKen CoOOTBETCTRORATE Tpebosanvam oY, 2,917 Cootsertereyar

8  Mexanuusckue BrmiousHis Coorseroreerno MKK [1C CooreeToTaYEeT

9 CrepwnsdooTe VNpenapar domkes Guite CTepunbHEM CrepunsHem

10 BakTepbansiee SHIOTORCHHE MpegensHas KOHUEHTPALMA SHAOTOKCUHOS — Cooraercrayer
He Goree 59,0 MEMn

11 Konudectsedoe onpedenenne  47.5 - 525 milwin 50.0 mr/mn

ackopbuHoRol KAcHoTw
12 Ynaxosa CoortsercrasHus MKK NG CoorseTcTRYeT
13 Mapriposka Coorserersenno MKK NG Coorsercrayer

Hata okonuanus cpoka rogroc i 08.2023

Kpanenue: XD3HUTE B ODUTUHAMNLHOW YNAKOBKE NPu TeMreparype or 2 °C A0 8 °C. XpanuTe B HEAOCTYNHOM ANS AeTel
MecTe
3akrwovenue: Cooreetcreyer Tpefosarmnm MKK 11C o1 01 022021« PEIMCTDAUMOHEOMY YADCTOREDEHIIO

NelIAZ98 1014

Hara noanvcasns: 3. 08, 2024 | Denopuyk C.B.




¢ capHUUS

Anpeca 02093, M. Kwis, Byn. Bopwcninbebka, 132

Ten. /Makc: (+38044)568-32-10 MNpuimancHa
(+28C44)2C7-72-41 Bipain KoHTpONK AKOCTI
(+38C44)207-72-C4 YnorHOBaMeHa ocoba 3 AKOCTI | I

(+28044)2C7-72-27 YnoeHosaxeHa ocoba 3 dapmakoHarnagy

Ceprudikar akocri / Ceptudikar aHanisy Ne 170000011176

1. HalilmeHyBaHHA NpoayKLii:

{Ha3Ba, CUNa AiifakTUBHICTL, NiKapcbKa Gopma Ta

po3Mip YNakoBKW (iAeHTUYHO A0 TEKCTY Ha
yNakoBLi roToBCI NpoAyKLii))

2. Homep cepii:
3. Posmip cepi:

4. KpaiHa-BMpOGHWK:

5. HaiimeHyBaHHA KpaiHM / KpaiH npusHa4YeHHA

AnA cepii:

6. Homep peecTpauifiHoro nocsigyeHHn:

7. flata BupoGHMLUTBa:

8. flaTa 3aKiHY€HHA TEPMiHY NPUAATHOC

Ti

{micaub i piK, nicna Akeoro J13 He 3acTOCOBYETLEA):

9. Haspa, agpeca Ta HOMepW NileH3iA BCiX
AiINbHULE BUPOGHULITBA | KOHTPONKD AKOCTI;

Ceprndikatn signosinHocti GMP Bcix
AINbHULb:

10. AHani3 BUKOHaHWH 3rigHo:

Pe3synbTaTi aHaniay:

ACKOPBIHOBA KHMCNOTA - BAPHIMUA

1 M PO3YKMHY MICTUTb ackopbiHoBoil Kucnotu 50 mr,

PO34MH ANA iH'eKUIn, 50 mr/mn;

no 2 mn g amnyni; N2 10 (5x2) B nauui 3 MapKyBaHHAM YKPATHCbKOIO MOBOIO

AFG60922
26,464 TYN
YKpaiHa

YKpaiHa
NeUA/2991/01/01

09.2022
09.2024

BUpOGReHO, BKAIDYAOUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
«PapmauesTiyHa dipma «JapHuuA» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
13;

niyeH3zia AB Ne598086;

CBigoUTBO Npo atecTauile naGopatopii BKA Ne 128;

ceptudikat GMP N¢ 035/2019/GMP

MKA /13 po peectpauifiHore nocsigueHHa NeUA/2091/01/01 gig 14.11.2019
Ne2283, 3i 3miHaMK

N2 n.n. HailiMeHyBaHHA NOKazHUKa

Byvmorn HopmMaTHBHOI AOKYMeHTau il Pe3ynbTart aHanisy

1 Onuc

2 InenTndikauia A

3 lnenTndikauia B

4 MposopicTb

5 KonbopoBicTh

6 pH

7 LaBneBa KMCNoTa

) O6'em, WO BUTATAETHCA

9 MexaHIYHI BKNIDYeHHA: BASUMI
YaCTWHKK

10 MexaHiuHI BKNIYeHHA: HEBWAWMI
YaCTWHKK

11 CTepwnbHICTb

Mposopa BezbapeHa abo TPoXW KOBTYBaTa pigvHa Bignosigac

YO-CnekTp NorMHAHHA BUNpodYBaHOro po3unHy, NpuroTosieHoro, Bignosigae
AK onucaHo B po3pini "KinbkicHe BusHaveHHsA", B obnacTi sig 220 Hm

510 290 HM NOBUHEH MaTW MAKCHMYM NOTNWHAHHA NPY OOBAKKUHI XBUNI

(243£2) Hm

Ao 1 mn npenapaty aopaots 0,2 mn asoTHol KMenoTu possefieHoi P i Bignosigae
0,2 mn cpibna HiTpaTy posunHy P2; YTBOPIWETLCA CipUil ocan

MpenapaTt mac 6yTH NPO3OPUM Bignosigac
MpenapaTt NosuHeH GyT Ge3bapBHUM abo He nepeBuLIYBaTK Bipnosigae
craHaapt GY5

50-85 6,1

He 6inbwe 0,3 % Bipnosigae
Mpenapat mMac Bignosigaty Bumoram JOY, 2.9.17 Bipnosigae
Binnoeinae sumoram AOY, 2.9.20 Bipnosigae
Binnoeinae sumoram AOY, 2.9.19, meton 1.8 Bipnosigae
MpenapaTt mac 6yTH CTEPUIBHIM Bignosigac

Crop. 132



MpeacexkeHHa CepTudikat Axocti / CepTudikar ananizsy N2 170000011176 m ‘I|I||‘I”l”ll||”I|||”I||""I|I||‘I| m

12 BakTepianbHi eHAOTOKCUHN IpPaHUYHa KOHLUEHTpaLlia eHAOTOKCUHIB — He Binblue 59,0 MGC/mn Bipnosigae
13 KinbKicHe BU3HaueHHs ackopbinoBoi 47,5 - 52,5 mrimn 49,3 mrimn
KACNOTK

14 YnakoeKa BignoeigHo go MKA N3 Bipnosigae

15 MapKyBaHHA BignoeigHo go MKA N3 Bipnosigae

11. KomeHTapi: bes komeHTapis

12. ¥moBn 36epiraHHa: B opurivanbHif ynakosui npu Temnepatypi gig 2°C go 8°C. 36epiraty 8 HegoCTynHoMY ANA

JiTeln Mmicui.

13. 3aaBa npo cepTugikadiro: Llum nigareepaxyio, Wo BCi BUpoBHUYI cTagil Ana Liel cepil roTogol npoaykuil 6ynu nposeaeHi
B NOBHINA BIANOBIAHOCTI 3 BUMOraMy, BCTAHOBNEHWUMY B YAHHOMY KepiBHUUTEI no GMP,
aateepaxeHomy MiHicTepcTBOM OXOPOHM 3A0pP0OB'A YKpaiHK, | 3 BUMOraMy peecTpauifiHoro
AOCBE KpaiHW NPU3HAYeHHA

Cepia possoneHa Ao peanisauii / BinpaHTaxkeHHA 3 04.10.2022

3aTBEpAXKYIO
MIb: OxoTHikoea T.M.

Mocapa: YnoBHoBaXxeHa ocoba

MianucaHo enekTpoHHUM nignvcom: 04.10.2022  11:36

Crop.232



Agppec 02093, r. Kmes, yn. Bopucnonncxag,
. Ten./dakc: (+38044)568-32-10 ﬂpuem-xas?[ 003 1 2 65
,@, @ p H u u Q (+38044)207-73-41 Ornen xoHTpons xauecks
(+38044)207-73-04 YnoMHOMOWEHHOE JIMLO Mo KauyecrTBy
(+38044)207-73-27 YnonHoMoueHHOe MU0 nO bapmMaxonansopy

CepTuchukar cepun nekapcTeeHHoOro cpeacTea

1. HaumeHoBaHue, cuna ACKOPEVHOBAHA KNCNOTA-OAPHWLIA

AeNCTBUA/aKTUBHOCTD, nekapcteeHHas 1 Mn pactBopa cogepxuT ackopbuHOBOM KUcnoTkl 50 Mr,

thopma u paamep ynakosku pacTtsop AN uHbekuui, 50 mr/mn

(MAeHTUYHO TeKCTy Ha ynakoBke no 2 mn B amnyne; no 5 amnyn B KOHTYPHOW A4EMKOBOM

rOTOBOW NPOAYKUMK): yNaKoBKe; N0 2 KOHTYpHbIE AYENKOBbIE YNAKOBKU B NaYKe ¢
MapKUPOBKOW Ha YKPaUHCKOM A3blke

2. Homep cepuu rotosoi npoaykuumn: AF70821 Paamep cepun: 26111 ynak.

3. Ctpana-npoussoauTens: YkpavHa

4. HaumeHoBaHMe cTpaHbl / cTpaH YKpauHa

HasHaueHus Ans cepum:

5. Homep perucrpaumorHoro UA/2991/01/01

YAOCTOBEpPEHUR:

6. [laTta npoussoncTea: asrycrt 2021

7. [laTa OKOHYaHUA cpoka rogHoCTH 08.2023

(Mecsiy v rog, nocne kotoporo JIC He

npumeHsiercs):

8. Hassanus, agpeca u Homepa NPOU3BEAEHO, BKNIOYAs yNakoBKy/MapKUPOBKY U KOHTPOb

NUUEH3UIA BCEX YYacTKOB kayecTsa Ha YAO «DapmaleBTrdeckas hupma «JapHuua» no

NPou3BOACTBA U KOHTPONA KayecTBa: aapecy: r. Kues, yn. Bopucnonsckas, 13
nuyeHsus AB Ne 598086, cenaetenscTeo 06 arrectauum
nabopatopuin OKK Ne 128

9. Ceptudpukaril cootBeTcTBUA GMP cepTudukat 035/2019/GMP
BCeX Y4acTKOB, yKa3aHHbIX B 1.8:

10. Pe3ynbTaThl aHanu3os: npuBefeHbl B cepTudnkate aHanuaa (fononHexue 1)

11. KommeHTapuu: XpaHWTbL B OpUrMHaNbHON ynakoske npy Temnepartype oT 2 °C o
8 °C. XpaHuTb B HEAOCTYNHOM ANS AETel MecTe

12. 3ansnenue o ceptudukaymn: OTM NOATBEPXKAAIKD, YTO BCE NPOUIBOACTBEHHbIE cTaauu Ans

9TOW CEpUM roToBOM NPOAYKLMK Bbinn NpPoOn3BeAEHbl B NONHOM
COOTBETCTBUM C TpeboBaHNAMY, yCTaHOBNEHHbLIMU B

AEVNCTBYIOLWEM pykoBoacTee no GMP, YTBEPXKAEHHOM
MUHUCTEPCTBOM 34paBOOXPaHEHNS YKpauHbl, n ¢
TpeboBaHNAMY pervcTpauroHHOro Aocke CTPaHbl HazHaYeHus.

13. Umsa u bamunun
YNonHoMoueHHOro nuua, KOTOpoe
ocywecTenserT cepTudpukaumio cepuu: i

14. Nognuck YnonHoMoueHHoOro nuua, /5 V2l WIf
KOTOpoOe ocywecTensier . ; 9/ " ‘
cepTuduKaumio cepum: L L

! l/ //Z ‘ : 3 ,‘Li:‘ \
156. NaTa noanucaHus: " L




A 00371285

Ceptudmkar ananusa Ne 7

Haumerosanue npoayKumun: ACKOPBEUMHOBAS KVICﬂOTA-ﬂAPHVIuA, PacTeop gns uubvekuyui, 50 Mr/mMn, no 2 mn

amnyne; no 5 amnyn B KOHTYpPHOW SIYEKOBOI YNaKOBKE, M0 2 KOHTYpHbIE AYeikoBble
YNAKOBKN 8 NAUKE C MaPKMPOBKOI Ha YKPAMHCKOM siabike

Homep cepuu: AF70821 Pasmep cepuu; 26111 ynak.

Homep peructpauvonnoro UA/2991/01/01

yAOCTOBEpeHUs

AHanNua BuINosHeH no: MKK J1C o1 01.02.2021 & PErUCTPaLMOHHOMY yaoCTOBEPEHMID NeUA/2991/01/01

Pesynerar ananuaa:

Ne n.n. Haumenosanne nokasarensi  TpeBosaHue HOPMaTUBHOW foKyMeHTauuu Pesynbrar ananusa
1 Onucanue Mpospaunas 6ecuseTHas nnn Crerka xenTosarasn XuakocTs Cootsercrayer
2 Wpentucbukauns A. Yd-cnektp nornowenun UCnbITyeMoro pacrsopa, Cooteetcrayer

NPUroTOBNEHHOrO, Kak onucaHo B pasnene "KonuvectsenHoe

onpeaenenue”, B obnactm ot 220 Hm A0 290 HM AONXEH UMeTL

MakCUmym nornoweHus NPy AnvHe BoNHbI (243+2) Hm

B. K1 mn npenapara NpubasnaoT 0,2 MN a30THON KNCNOTLI Cootsetcrayer
passesnerHon P u 0.2 mn cepebpa HuTpaTa pacrtsopa P2:

oBpasyetca cepbin ocagok

3 Mpospaunocts Mpenapat gomken GuiTy NPO3payHbIM Cootsercrayer

4 UsetHocTs [penapart aomker Gt BecuseTHsIM Unu He npesbiwarh aTanoH CooteeTcrayer
GY5

5 pH 50-6,5 6,0

6  UWasenesas kucnora He Gonee 0,3 % Cootsetcrayer

7 WMsBnekaembii 0Bbem Mpenapat aomken COOTBETCTBOBATL TpeGoBaHUAM oy 2917 CootBetcrayer

8 Mexanuieckue srnouenns Cootsetcteenno MKK N1C Cootsetcrayer

9 CrepunsHocTs Mpenapat gonxkeH GoiTes CTEPUNbHbLIM CTepunbHbIn

10 BaktepuansHoie SHAOTOKCHHbI MpenenbHas KOHUEHTPaLWA 3HAOTOKCUHOR — Cooteercrayer
He Bonee 59,0 ME/mn

11 Konuvecrsennoe onpeaenenve 475 - 52 5 mr/imn 50,5 mr/mn

acxop6muoaof4_xmcn0'rbl
12 Ynakoska Cooteercraenno MKK 1C Cooteetcrayer
13 Mapkuposka CootBeTcTBEHHO MKK N1C Cootsetcrayet

Hara okoHuaHus Cpoka rogHocTu: 082023

XpaHeHue: XPaHUTL B OPUTMHANBHON ynakoske NPy Temnepatype ot 2 °C fo 8 °C. XpaHuTe B HEA0CTyNHOM Ans geten
mMecTe

3aknoveHve: Cootsetcrayer Tpebosannam MKK NC o7 01.02.2021 « PervcTpaynonHomy YAOCTOBEPEHUIO
NeUA/2991/01/01

Oata nognucarivg.

O3. co, 20°2/(¢
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; | d AAPHUUA ﬂononugrnG Oegmrm]r 82

CepTtudukar ananusa Ne 8

HaumeHosanue npoayxkuum: ACKOPEUHOBASR KMCNOTA-BAPHULA, pacTsop AN uHbekuuria, 50 mr/Mn, no 2 Mn 8
amnyne; no 5 amnyn 8 KOHTYPHON AYENKOBOW YNaKoBKe; NO 2 KOHTYPHbiE A4eiKoBbie
YNakoaku 8 Navke C MapPKMPOBKOW HA YKPAUHCKOM Adbike

Homep cepun: AFB81021 Paamep cepuu: 26184 ynak.

Homep perucrpauuonHoro UA/2991/01/01

YAOCTOBEPeHUA:

AHanua BuINONHEH NO: MKK N1C o7 01.02.2021 « perucTpauurorHoMy yaccrosepenuio NelUA/2991/01/01

Pesynbrar aHanuaa:

Ne n.n. Haumenomanue nokazatens TpeGoBaHue HOpMaTUBHON AOKYMeHTauumu PesynwTtar ananuaa
1 Onucauve Npospaunan 6ecuseTHan unu cnerxa KEeNTosaTan XuakocTs Coorsercreyer
2 Wpentnukauma A. YO-cnekTp nornowiexus UCNBLITYeMOoro pacTsopa, CoorBerctayer

NPUFOTOBNEHHOTO, Kak ONMcaHo B pasgene "KonwdecTaerHoe

onpegeneHue”, 8 obnactu o1 220 HM 40 290 HM AOMKEH UMETL

MAKCUMYM NOrIOWEHUA NPY ANUHE BONHbI (24312) um

B. K 1 mn npenapara npuSaensior 0.2 Mn a3oTHoi kncnoTel Cootsercreyer
pa3ssenerHon P u 0,2 mn cepebpa HUTparTa pacrtsopa P2;

oBpasyeTcs cepuit 0cagok

3 NpospaynocTsb NpenapaTt fonkeH 6biTs Npo3payHbiM Cooteercrayer
4  UsetHocts g;;enapa'r AomkeH BbiTb GecuseTHLIM UK He npesbituats 3tanoHd CooTsertcreyeT
5
5 pH 50-65 6,1
6 lWasenesan xucnoTa He 6onee 0,3 % Coorsercrayer
7 Wasnexaemuiit o6bem Mpenapart fonxeH cooTeeTcTROBATH TpebosaHusm MDY, 2.9.17 Cootsetctayer
8  MexaHuueckue BrmoueHUS Cootaertcraenno MKK N1C Coorsetcrayer
9  CrepunsHocTs Mpenapar ponxex 6uiTb CTepUNbHLIM CrepuneHbin
10 BakTepuanbHbie 3HOOTOKCHHBI MpeaensHan KOHUEHTPALMS IHAOTOKCUHOB — Coorsetcrayer
He 6onee 59,0 ME/mn
11 Konuvecrsenxoe onpepenenne 47,5 - 52 5 mrimn 49,2 mr/mn
ackopbuHOBOW KNCNOTLI
12 Ynakoska Cooteercraento MKK NC Cooreetcrayer
13 Mapkuposka Cooraercraento MKK N1C Cootsercrayer

RNara okoHuanua cpoka rogHocTu: 10.2023

XpaHenue: XpaHuTb B OPUTUHANLHOW YNAKoBKE NPU Temnepartype ot 2 °C go 8 °C. XpaHuTs & HEROCTYNHOM ANns aeTeir
MecTe

3aknioveHme: Cootaetcrayer Tpebosanuam MKK NC ot 01 -02.2021 « peructpaumorHomy YyAOCTOBEPEHNIO
NeUA/2991/01/01

Hara noanucasus: d4F. 41, 202¢ Haqaﬂb“"'{éi




d AAPHUUA

Anpec 02093, r. Kuem, yna. Bopucnonscpas

Tax./¢axc: (+38044)568~32-10 npuemxa:[ QO 3 1 7 8 2
(+38044)207-73-41 Orgen KOHTPONR xawalr

(+38044)207~73-04 YnonnoMowexnoe mmio no xavecrsy

{(+38044)207~73-27 YnonnoMowernoe mumiic no dapuaxoransopy

CepTudpmkar cepuu nekapcreenHoro cpeacTsa

1. HaumeHoBanne, cuna
AEACTBUA/AKTUBHOCTD, NleKapCTBeHHas
¢opma u paamep ynakosku
(wneHTuIHO TekeTy Ha ynaxkoBke
rOTOBOM NpoAyKuUMM):

2. Homep cepum rotosoi npoaykuuu:
3. CtpaHa-npoussoauTens:

4. HanmeHoBaHMe CTpaHbl / cTpau
HasHaYeHuR AnA cepuu:

S. Homep peructpaymomntoro
YROCTOBepeHUs:

6. Nara npoussoacrea:

7. DaTa okoHuaHus CpoKa rogHoCcTH
(Mecsau u rog, nocne KoToporo JIC He
npuMeHsiercs):

8. Haszsanus, agpeca u HoMmepa
NULUEH3UNK BCeX yYacTKoB
Npou3BOACTBA U KOHTPONA KayecTBa:

9. CepTuchukatbi coorseTcTaus GMP
BCeX y4YacTKOB, yka3aHHbIX B N.8:

10. PeaynuTathi ananusos:

11. KommeHTapuu:

12. 3anBneHue o cepTucpukaumu:

13. UMa 1 pamunus
YnonHoMmoueHHoro nuya, KOTopoe
ocywecranser cepTucdukaumuio cepum:

14. Noanucek YnonHoMmoueHHoOro nuua,
KOTOpOe ocywecrenaert
cepTrduMKkaumnio cepuu;

15. Qarta noanucanus:

ACKOPBVHOBASA KUCNOTA-OAPHULIA

1 Mn pacTeopa coaepwut ackopbuHosoi kncnoTsl 50 Mr,
pacTeop Ana uHbekuui, 50 mrimn

no 2 mn B amnyne; no 5 aMmnyn 8 KOHTYPHOUR S4eRKOBOA
YMNaKOBKe; N0 2 KOHTYPHble AYEKOBbIE YNAKOBKYM B Mauke ¢
MapKNPOBKONA Ha YKPaUHCKOM fabike

AF81021
YkpauHa
YKpauHa

Paamep cepun: 26184 ynak.

UA/2991/01/01

oKTAGPL 2021
10.2023

npousseneHo, skno4asn ynaKoBKy/MapkupoBKy N KOHTPOSb
kayecTtBa Ha HYAO «PapmauesTuyeckas $upma «JapHuyar» no
anpecy: r. Knes, yn. Bopucnonsckas, 13:

nuueHsua AB Ne 598086, cemaetenscTeo 06 aTrecrauum
naGopatopuit OKK Ne 128

ceptuchurar 035/2019/GMP

npuseneHbl B ceptudukare aHanvsa (nononHewue 1)

XPaHUTL B OPUrMHaNbHOM ynakoske npu Temneparype o1 2 °C a0
8 °C. Xpanuts B HEAO0CTYNHOM ANA aeTten mecre

3TUM NOATBEPXAAID, YTO BCE NPON3BOACTBEHHbIE CTaguu ANs
3TOM Cepuu roTosoMn NpoAyKLMK Bbinu NpousseaeHs! B NONHOM
COOTBETCTBUM C TPBOBAHUAMY, YCTAHOBNEHHDIMY B
AEUCTBYIOLIEM PYKOBOACTBE MO GMP, yTBepxaeHHOM
MuHucTepcTeom 3ApaBOOXpaHEHUA YKpauHbl, U ¢
TPeboBaHNAMU PEerucTpaLMoHHOro A0Cbe CTpaHbl Ha3Ha4YeHus.

H
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1. HaumeHoBalue, cuna
HeReTBUR/aKTUBHOETL, NEKapéTReHHAaR
- (bOpMa ¥ pAIMED YNaKOBKY -
(MIEHTHYHO TeKCTy Ha YNaKoBke

FOTOBOW NPOAYKLIUKY,
2. HoMep cepuyt roTORGH MPORYKUUMY
3. CTpaHa-npoUIBOaNTEN,:

4. HavmeHoBaHue CTpannl | cTpad.
Ha3HaueHuA Ons cepum;

5. Homep perntTpaunoHioro
YOOCTOBEpeHUs: _ '

6. [lata npoussogcrea:
7. [laTa OKOHYEHMA CPOKa TOAHOCTH
- {MecaU u rof, nocne kotopore F1IC He
NPWMEHASTCR)]
8. Haspanus, anpeca ¥ Homepa
FHUSH3WA BoeX YYaLTKOB
NPOUIBOLACTEA M KOHTPRONS KavedTaa;

8. Ceprubukare: cooTBETCTEUA GMP -
BCEX Y4YaCTKOB, YKa3aHHBIX B 1.8;
0. Pésynurartsl adanuzon:

11. KommenTapvin:

12. 3ansnenve o ceprudukavuu:

Enpec 02093, v, Kwes, yn. Bopuonomscxas, 13

Ten./$ako: (+380544) 568-32-10 lpHeunas

{+38044)207-73-41 Urnen xouspors kavestsa
{F38044)207-73-04 YnonnoMoveHnoe mHue 1o  KaREoSEy
(F38044Y207~73-27 Yronuduodeinoe muo no DRpMaxcHAREODY

CeprudiukaT cepun nekapcTBeHHOro cpeacTaa

ACKOPBUHOBAA KUCHOTA-NAPHULIA N

1 M1 PECTBOPa CONEPXKUT ACKOPBUHOBONW KUCAOTL! 50 MT,
pacTeop AN vHsexkum#, 50 mriMn

No 2 M B amnyne; no 5 amnyn B KOHTYPHOH suelikosoh
YNEKOBKE,; N0 2 KOHTYPHbIE A4eKOBbI® YNaKoBRA B naqke ¢
MapKUPOBKOR HE YEDAUHEKOM S3biKe

AF91021
YipauHa
Yipauna

Pasmep cepuni- 26336 ynax.

UA/2991/01/01

orTEbPL 2021
10,2023

NPOUIBEAEHO, BKNIOYAR YNaKOBKY/MEDKUPORKY N KOHTPOIE
kauecTBa Ha YAD «DapmalesTudeckan dupMa «LapHiuuay fo
agpecy. r Kuer, yn. Gopucnonsokas, 13;

nuueHsvR AB N2 598086, cavieTenscteo of arrecraiyi
rnaoparopuit OKK Ne 128

ceprudpukar 035/2019/GMP

npuBeseHsl 8 ceprudukate anandsa (oronneiineg 1)

XPEHWTL B ODUIMHAIEHOR YNakoBke npu TeMnepatype or 2 °C ao
B °C. XparuTs B HegoCTYNHOM AMS AeTel vecTe

OTUM AOATBEPIKA AN, YTO BEE NPOUIBOACTEEHHBIE CTaauy ANS
ITOR CEpUA roToBOl NpoayKuKY Bbinm NpOUsBEAEHL! B NOSTHOM

COOTBETCTBUK C "r“peﬁeaaHMﬁMys,-. YCTAHOBNEHHbIMU B

| OeNCTBYIOLEM pyKkoBoncTEe no GMP, yTeepRieHHoM

13. Wms u chamurning
" YNOonHOMOYEHHOTo NLa, KoTFopoe .

- OCYIIECTBANET CepPTUMMKALUIC CEpun’

14. Mopanucs YNonHoOMOUeHHOro AlUa;
KoTopoe ooyliscTanger
CEPTURUKALMIO CepuUn:

15, lara nognucanus:

MUHUCTEPCTBOM 3AP2BOOXPAHEHUS YKDaWUHLL, U ¢
TpeDosaRUAMI DETRCTPALMOHHOID LOCHE CTPaHL! HasHAUSHIE..




Haumeuoganke npoaykLin:

Honorresve 1 K Ceprudukary capun

Ceptudukar aHanunaa Ne 9

ACKOPBVHOBAS KUCTIOTA-BAPHILA, PACTEOD ANA WHGLERUME, 50 MriMa, [o -2 M B
amnyne; no 5 aMoyn B KoHTYPHOP SualikoBoH ynakonke: no 2 KoHTYpHbIE SUSikOBLiE

Homap cepuus

“HomMep perucTpaloHHDro
CYHCUTOBSpeHMR:

AHANAZ BLINOAHSH Nt

YNBKOBKM B [EYKS ¢ MEPKUDOBKON HE YRDARHCKOM ATkKE:
AFG1021

CUARZBONI0T0T

Paamep cepw: 26336 ynax.

MKK f1C o7 01.02.2021 k perucTpaumosHomy YAocToReperio NelJA/2084/51/01

- s noanHcaE:

NellA/2991/01/01

o

i

.

HauarsHig 'O.KKE i

Peayrurar ananuga:
~Ng rr. HaumenoBawue noxazartens  TpeGoBaHue HOPMATUBHOR JOKYMOHTALHW Pesynorar aManuia
1 Onucadue Mpospauxan fecuseryas unu cnerka enTosaTas HUALKOCTE CoorseTcTayeT
2 Wnenrudniauus A, YO-CrekTp NOrNoLEHNa BoibTYaMbro pacTeEopa, Cootsercrayer
RPWIOTOBNEHHOTG, Kak ONWcaKa B pasgens "KonuyecTaennoe
onpedengrne”, 8 oBnacty o7 220 v A0 200 HM AOAKEH WMETs
MAKCHIYM NOMNOMEHUR IO ANUHE BorHel (24342) pm
B. K 1 a7 npenapata npubasnsior 0;2 M ascTHON KuehoTel CooTeeTorayer
- padseaeHnron Py 0.2 'wn cepebpa wutpara pacteopa P2,
- chpasyeTcn cepbilt 06anox
3 [ipoipadHosTs Dpenapat gonwen Beits Npo3nayntiM. _ CoorseraTiyer
4 " UserHocre Mpenapat fonkes Bbits SecUBETHLIM VI HE NPEEbILIATE 3TANGH CoortseTCTRYET
GY5
& pH - 50:65 6,1
-6 Ulssdneran xucnoTe He Gonee 0,3 % COOTBETETRYET
7. Mzanzraemuili ofinem MNpenapat QONKEH CODTESTCTECRSTE FoRBOBaHUWAM DY, 2.6.17 CooTaeTcrayer
8 - Mexanudeckue BRAKMeHUH Cooreercraesne MKK NG CéoTaeTcrayey
9 Lrepunuuocts Mpenapar AorHKeH SbITh CTEMANLHEIM Crepanstpi
10 BakTEpHANbLHEE SHAGTOKSH R MpefensHas KOHUSHTPELWSA SHAOTOKSHHOE — CoorsetcTBYCT
#e Gones 53,0 MEimn
11 KonuuecTtaennos ofipeneneHng 47,5 - 52,5 wrfn 48.6 mrian
ACKOPOUHORON KRCHOTL!
12 ¥Ynarosxa CoorseTeiasHng MRK JIC CouteeTcrayeT
T 13 Wapkuposka CoorBercTEenns MKK 10 - CooTeeTcTRYET
Mara oxoruanus Cpoka rogHoeTv:  10.2023
Kpareénne: XPaHUTe 8 ODUTMHENBROR YNSKOBKE NP TEMNEpaType o7 2 °C 5o 8 *C. XpanuTs B HEROCTYIHOHM ans feTel
_ MEGTE
Jakmoyerie; - - CooTseterayeT Tpebosakuan MEKK NC o1 01.02.2021 & DEFHETDALMOHHOMY YAOLTOBEDEHMID

s megopuyx CB.
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