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CepTuUduKaT cepumn nekapcTBEHHOTo CpeaAcTBa

1. HaumeHoBaHWe, cUna

}J,GﬁCTBHﬂI'aKTHBHOCTb, neKapcrBeHHan

chopta ¥ pasmep ynakoBKH
(MAEHTHYHO TEKCTY Ha yiakoBKe
rOTOBOW NPOAYKLUK):

2. Homep cepuu roToBOU NPOAYKUUN!
3. CTpaHa-npoussoguTesNb!:

4, HauMeHOBaHWe CTpaHbt / cTpaH
HaszHa4YeHua 4510 cepui.

5. Homep perncTpaumMoRHoOro
yOOCTORBEPEHUA!

6. Jara npou3noAcTRa:

7. [lata okoHr4yaHWsA CPOKa roHOCTH
(Mecsiy u rod, nocne kotoporo JIC He
npuMeHsaeTca):

8. HazpaHust, agpeca u Homepa
NWLEH3WIK BCEX yUacTKOB
NPOM3BOACTBA U KOHTPONA KavecTsa:

9. Cepruchukarii coorseTcTema GMP
BCEX Y4acTKORB, yKalaHHbIX B N.8:

10. PesynbraThl aHann3os:

11. KommMenTapuu:

12. 3aaeneHue o cepTuUKalum:

13. mA n hamunun
YNoNHOMOYEHHOTO IMUa, KoTopoe

ocyiecTensieT cepTuduKaLnio cepuu.

14. MoAnuck YNONHOMO4YEHHOTo nuua,

KOTOpOEe OCyulecTRIIACT
cepTUdrKauuio cepun:

15. [laTa NnoANVCaHKUA!

Do, wisns &

NPEFABANAH-QAPHULA

1 kancyna coaepxuT nperabanuxa 150 mr, kancynel no 150 s
o 7 Kancyr 8 KOHTYDHON AYENKOBOW yNakosKe, N0 3 KOHTYPHLIE
AUeKOBbIE YNAKOBKW B Nayke ¢ MAPKUPOBKON Ha YKPaUHCKOM
A3bIKE

DM30421

YKkpawnHa

Pasmep cepuun: 9270 ynak.

YKpaunHa
UA/16414/01/02 peacteyeT ao 08.11.2022

anpenb 2021
04,2024

NPOM3BEAEHO, BKMIOYARA YNAKOBKY/MaDKUPOBKY 1 KOHTROMD
kayecTaa Ha YAD «Dapmauestudeckan dupma «flapHuuar no
agpecy: r. Knes, yn. Bopucnonsckas, 13;

nuueHaua AB Ne 598086, ceuneTenscTao 00 aTTecTauny
naBoparopui OKK Ne 128

ceptudukar 035/2018/GMP

NpYBEAEHL! B CEPTUDUKaTE aHanuia {nononueHue 1)

XpanuTs B OPUrMHansHOK yNaxkoBke Npu TeMneparype HE BoILLE
30 °C. XpaHwuTb 8 HENOCTYNHOM ANA neTel mecrte

3TUM NOATBEPKAAIO, YTO BCE NPOUIBCACTBEHHBIE CTaAuW ANA
5TOW CEepwy FOTOBOM NpoAyKUUK Dbinu NPOV3BEAEHDEI B MOMHOM
COOTBETCTBUM C TpeBoBaruamMu, YyCTaHOBNEHHbIMI B
AencTBYIOWEeM pykosoacTee No GMP, yTBepKOEHHOM
MUHUCTEPCTBOM 3APaBOCKPAHEHIA YKpauHel, v ¢
Tpe6oBaHNAMU PETUCTPALMORHOIO 4OCkE CTPaHL! HAZHAHSHNA.
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HauMenoBaHue npoaykunK:

Homep cepuu:

Homep perucrpauuorioro
YOOCTOREBPEHURA!

AHanus sbinonHeH no:

Pesynwrat ananusa:

0027594

Ceptudbukar aHanusa Ne 3

MPEFABANVAH-AAPHULIA. kancyne: no 150 mr, 1o 7 RaNCyr 8 KOHTYPHOW AYEMKOBON
YNaKOBKe; N0 3 KOHTYPHLIE HYEAKOBLIE YNEKOBKM B NaUKe C MADKMPOBKOM Ha YRPAMHCKOM

A3bIKe
DM30421
UA/MB6414/01/02 pevcteyet fo 08.11.2022

Pazmep cepuu:

9270 ynak.

MKK NC k perucTpaunoHHomy yaocTosepeHiio NeUAMB414/01/02. ¢ uaMHeHuenm or
11.11.2019, usMeHeHuem o1 25.08.2020, uameneHnem o1 01 04.2021

Ne n.n. HaumeHosaHue nokaszaTtens TpebosaHue HOPMaTUBHONW AOKYMEHTALMM PesynbTar akanuaa
1 Onucarve TeBepAbe HenaTuHoakIe Kancynsl ¢ KPBIWKOA  xopnycom Genoro  CooTeeTcTayeT
unv noYTH 6enoro UseTa, KQToPkLIE COABPKAT NOPOLIOK BERDro
Wik NoYTY BENOTO UBETa
2 WaeHtrdukauus A. Ha xpomartorpammax nerbiTyemoro pacTeopa u pacreopa Cooraercrayer
CPpasHeHWA, nonyqerHbix 8 pazgdene "KonusectserHoe
onpefeneHue”, BpeMeHa yABPKUBAHUA NKka nperabanuna
ACMKHB! COOTBETCTBOBATL
B. LlpeTtHan peakuns CocteercrayeTr
3 OAHOPCAHOCTE AO3MPOBAHHLIX CooteeTcrayet Tpebopanuam MOV, 2.9 40, CooTteercTayeT
churny Mpuennoe yucno AV £ 15.0 %
4 ConyTcTeyiowue npumMecn Mperabanvna nakrama - ue Gonee £.2 % 00 %
MoBos HenaeHTUhULMPOBEHHOR NPUMEcY - He Gonge 0.2 % Cootaercrayer
Cymma npumeced - He Bonee 0,5 % 0,0%
5 PacTsopeHue Ccotsercroyer Tpefosannam MFOY, 2.9.3 npu Q=80 % 32 30 vuH CooTeeTcTBYET
6  MukpoBuonoruyeckas vcTora CoursercreernHe MKK NC CootsercTeyer
7 KonuuecrseHsoe onpegenenne  142.5- 157 5 mrixan 150.7 Mrikarn
nperatanvHa
8  Ynakoska CooTteeTcTREHRO MKK NG CooteeTeTRYET
9 Mapsuposka CooTsercraento MKK NC CooTeeTeTRyeT

faTta okoR4YaHUA CPOKa rogHoCTH:

04.2024

3mMHeHvem o7 11,11.2019, namenenunem ot 25.08.2020, nameneHnen oT 01.04 2021

Xparekue:

MecTe
3akndeHue:
fata noanucanun: 5 O8

XPAHWTL B OPUIMHANBHOA YNEKOBKE NPU TEMNEPATYRE Ke Buiwe 30 “C. XpaunTs B KEAOCTYNHOM ANS A&Ted

CootseTcrayer TpebosaHuam MKK NIC « perneTpaunonHomy yaocTosepetino NeUA/B414/01/02. ¢




Anpec 02093, r. Kues, yn. Eopucnoancyas,d3

Ten./daxc: (+38044)568-32-10 npxewzai QO 2 8 4 9 8
ﬂ, m p H u u Q (+38044)207~73~-41 Ormen xouTponst xauebT

(+38044)207-73-04 YNOoNHOMOYEHHOE IMLIO NO KaYeCTBY

(#38044)207-73-27 YnonHOMOWEHHOE NMLIO NO dapMaxoHansopy

CepTuchmkaT cepmu neKapcTBeHHOro cpeacrea

1. HaumeHoBaHwue, cuna MPEFABANUH-OAPHULIA

NeNCTBUA/aKTUBHOCTB, NekapcTBeHHan 1 Kkancyna cogepxkut nperabanvua 150 Mr, kancynel no 150 mr
thopma 1 pa3mep ynakoBKM no 7 kancyn B KOHTYPHON AYENKOBOW yrnakoBke; No 3 KOHTYpHbIE
(MAEHTMYHO TEKCTY Ha ynaKoBke AYENKOBbIE YNAKOBKN B Na4YKe C MapKUPOBKOWR Ha yKPauHCKOM
roToBOM NPOAYKUMMK): A3bIKE

2. Homep cepuu rotoBomn npogykuun: DM40621 Paamep cepuu: 9518 ynak.

3. CtpaHa-npousBoauTenb: YkpauHa

4. HanMeHoBaHue cTpaHbl / cTpaH YkpauHa

Ha3HaYeHUs Ans cepumn:

5. Homep perucTpaumoHHOro UA/16414/01/02 penctayeT pno 08.11.2022

YAOCTOBEPEHUA:

6. JaTta npousBoacTea: voHb 2021

7. [1aTa OKOHYaHUS CPOKa roAHOCTHU 06.2024

(mecsaiy u rop, nocne koroporo JIC He

npuMeHaeTca):

8. HassaHnusa, agpeca n Homepa NPou3BeLeHO, BKMIOYasA yNakoBKy/MapKUPOBKY U KOHTPONb
NUUEH3UKA BCEX YYACTKOB kauecTtBa Ha YAO «Papmaviestuyeckas dupma «[apruua» no

NPOM3BOACTBA U KOHTPONA KavecTea: aapecy: r. Kues, yn. Bopucrnonbckas, 13;
nuuensus AB Ne 598086, ceupeTenscTeo 06 aTTectaumm

nabopatopuit OKK Ne 128

9. Ceptucpukarol coorsercTeuss GMP  cepTtudukat 035/2019/GMP
BCeX YYaCTKOB, yKa3aHHbIX B 1n.8:

10. PeaynbTathl aHanu3oB: npuBedeHbl B cepTudukaTte aHanusa (gononHexve 1)

11. KomMeHTapum: XPaHWUTL B OPUrMHanNbHON yNakoBKe Npu TemnepaType He Bbille
30 °C. XpaHuTb B HEQOCTYNHOM ANA AeTen mecTe

12. 3asBneHue o ceprudmkauum: 3TVM NOATBEPXKAAI, YTO BCE NPOMIBOACTBEHHbIE CTAANN ANA
3TOI Cepuvt roTOBOM NPOAYKUMM Bbini NPOU3BELEHb! B MOMHOM
COOTBETCTBUM C TPeBOBaHVAMY, YCTAHOBEHHLIMA B
pencteyouiem pykosoacrtee no GMP, yTeepxaeHHOM
MUHUCTEPCTBOM 34PaBOOXPAHEHNS YKPauHbl, 1 C
TpeBOBaHUAMYM PErNCTPALIMOHHOTO JOCbE CTPaHbl HA3HAYEHUS.

13. Uma u chamunusna
YnonHoMoO4YeHHOro nuua, KoTopoe
ocyulecTensieT cepTuthuKkaumuio cepuu:

14. Moanuck YnonHoMo4YeHHoro nuua, —~EPR ASEE
KOTOpOe ocylecTBNsAeT & gg{é%ﬁ SA g%{ggiﬁ

i
cepTuduKaumio cepum: ) //éz 05 ()7 f
15. [lata nognucaxus: R ey el /%f
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HaumeHosanue npogykumu:

Homep cepuu:

Homep peructpaumnonHoro
yAOCTOBEPEHUSA:

AHanNu3 BbINONHEH NO:

Pesynwrar aHanusa:

0028498
CepTtudpmkar ananusa Ne 4

NPEFABANMK-AAPHULIA, kancynsi no 150 Mr, no 7 Kancyn 8 KOHTYRHOR AYEAKORON
yNaKoske, No 3 KOHTYPHbIE AYSNKOBLIE YNAKoBKM 8 Nadke o MEPKUPOBKOV HA YKPAUHCKOM
S13bIKE

DM40621 Pasmep cepun: 9518 ynak
UA/16414/01/02 pevcrayeT no 08.11 2022

MKK NC « PETUCTpaunoHHoMy yaocTosepennio NeUA/16414/01/02, ¢ namuernvenm or
11.11 2019, namenenuem o1 25.08 2020, namerennem ar 01 04 2021

Ne n.n. HawumeHoBaHue nokaszatens

TpebosaHue HOPMATUBHON NOKYMEHTaLMK Pesynkrar ananuaa

1 Onucarve

TBEp/RIC KENATUHOBLIE KARCYAbI-EKPHItLKOI I KOPMYCOM BETTOTD CaorgeTctayer

2 NoeHtunukauyns

3 OAHOPOAHOCTH A03NPOBEHHbLIX
eanmny

4 ConyTtcrayiolme npumecu

5  Pacrsopenue

6  Muxpobuonoruyeckas uucroTa

7 KonuyecTewHoe onpeaenesue
nperadanuHa

8  Ynakoska

9  Mapkuposka

MMV NOYTH DENOTO UBETA. KOTOPLIE COABPKAT NOPOLIOK BENoro

unn nouTw Benoro yrerta

A. Ha xpomatorpammax ncreiTyemoro pacTecpa v pacTsopa Cootsercisyer
CpasHeHns, NonyYeHHsix 8 pasiene "KonuyectaeHHoe

onpeaenexve”. BpeMeHa yaepKUBaHna nuka nperabanuqa

AOMXKHbLI COOTBETCTBOBATL

B. LipeTHasi peakuus CooTaercrayer
Coorsetcrayet rpefoaanuam Y. 2.6 40 Coorsercroyer
Mpuemnoe vncno AV < 15,0 %

Mperabanuna nakrama - ve Gonee 0.2 % 0.0 %

NoBon HenaeHTUhMLNPOBEHHON npumecy - He bonee 0.2 % Coorsercriaye!
Cymma npumecen - ve Boree 0.5 % 0.0 %
Cooteercrayer tpeBoranusm MOY, 2.9.3 npu Q=80 % 3a 30 mun Cooteercrayer
CooTaercisenno MKK J1C Coorgercraye:
1425 - 157 5 mrikan 150.0 mr/kan
CoorgercigeHno MKK 1C Coorsercrayer
Cootserciaenno MKK N1C Coorsercrayes

u3mHeHuem ot 11.11.2019, uamenennem ot 25.08.2020. uamenen
NP LT

Hata noanucanus: 1€ . QE . 20 2 ( HavanbHnk OK

Rara okoHuaHua cpoka roaHocTu: 062024

XpaHeHue: XPaHWTL B OPUTMHANEHON YNAkoBKe NPK TeMNepaType He Boiwe 30 *C. XpaHnTb B HEAOCTYNHOM ANA AeTen
mMecre
3aknoveHue: Cootaetcteyet Tpefosanvam MKK NC k pe‘rmcrpaumoﬂﬂomy yAocToBepeHmo NeUA/16414/01/02 ¢

nem ot 01 04 2021
,” i i .
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