’ Anpec 02093, r, Kues, yn. BOPUCRONRCEAN gy
p 1 Ten./%axc: (+38044)568-32-~10 Opmemnax O 2 4 6 4 7
DAPHUUWURA  ((56006207-75-41 osnan xonsposs xace

(+38044) 207-73~04 YnOAHOMOWGHHO® JMLO RO XAYGCTBY
(+38044)207-73-27 YnonnoMowenxoe uiio no dapraxonansopy

CepTucukar cepum nekapcTBeHHOro CpeAcTBa

1. HaumeHoBaHue, cuna LIMAHOKOBANTAMUH-OAPHULIA (BATAMWUH B12-[IAPHULIA)
AeACcTBUA/aKTMBHOCTL, NeKapcTBeHHan 1 MN pacTeBopa CoAepXUT: UnaHokoBanamuna 0,2 wmr, pacteop
c¢opmMa u pasMep ynakoBku Ans uebsekumi, 0,2 mr/imn ) )
(WAGHTMYHO TEKCTY Ha ynakoBke no 1 mn 8 amnyne; no 5 amnyn 8 KOHTYPHO A4YEKOBOIA
roToBou npoayKuuu): ynakoske; no 2 KOHTYpPHbiE nqeﬁl(oab!eynai(oa‘m B Navke ¢

' MapKVUpOBKO/ Ha YKPaUHCKOM Sabike
2. Homep cepuu rotoBoit npogykumu: YC31020 Pa3mep cepuun: 43166 ynak.
3. Crpana-nponasoauTens: YkpauvHa
4. HaumeHoBaHKe CTpaHbl / cTpaH YkpauHa
Ha3HaYeHUA ANA cepun:
5. Homep perucTpauuoHHoro UA/3471/01/01
yROCTOBEpeHUn:
6. flaTa npoussoacTea: oKTAbGpL 2020

7. [laTta OKOHYaHUA CpOKa rOQHOCTHU 10.2022
(mecsiy u rop, nocne kotoporo NIC He

npUMeHsieTcs):
8. Haasanus, agpeca u Homepa NPOU3BEAEHO, BIIIOYAA YNaKOBKY/MapPKUPOBKY U KOHTPONb
NULIEH3UI BCEX y4YacTKoB kayectsa Ha YAO «DdapmalesTyeckan dupma «[apHuuar» rno

NPOU3BOACTBA M KOHTPONS KavyecTsa: aAapecy: r. Kues, yn. Bopucrionsckas, 13;
nvyensua AB Ne 598086, cauaetenscTao 06 aTrecTayum
naboparopuit OKK Ne 128

9. CepTudpukarul coorserctaus GMP  ceprucukar 035/2019/GMP
BCEeX y4acTKOB, YKa3aHHbIX B Nn.8:

10. PeaynbraThl aHanu3osB: npuseneHbl B cepTuchukaTe aHanu3a (QononHeHue 1)
11. KommeHTapun: XpaHuTL B OPUrMHaNbHOW YNakoske nNpu Temneparype He BbilLe
25°C. He samopaxusats. XpaHuTb B HeJOoCTyNHOM AnA perei
. MecTe ‘
12. 3anBneHue o cepTUdUKayuu; 3TUM NoATBEPXKAAI, YTO BCe NpousBoACTBEHHbIE CTagun Ans

3TOM Cepuu roToBOM NPoAYKLMK Gbinu npousseaeHsl B NOrHOM
COOTBETCTBUM C TpeGoBaHUAMY, YCTAHOBNEHHBIMM B
AeiicTayioLem pyKosoacTee no GMP, YTBEPXXAGHHOM
Mutucrepcrsom 3apaBooxpaHeHus YkpauHsl, u ¢
TpeGoBaHNAMM PErMCTPaLIMOHHOMO AOCLE CTPaHbI HA3HAYEHUS.

13. mst u hamunus M
YNonHOMOYeHHOro nuua, KoTopoe Cﬁfgg ﬁggfﬁaﬂﬁ

ocyuecT T Ce 410 C . A |
’yu,; BNsieT cepTrdukaumio cepun o % // . /Z’r
14. Noanuck YnonHomouexHoro nuua, YNOAHOMOYEHHOS NULC
KOTOpoe ocywecrenser ; /.
cepTUdUKauuio cepuu:

15. [lata noanucaxus:




d aaPHUUA

HaumenoBanue npoaykuuu:

Homep cepuu:

Homep perucrpauuonHoro
YAOCTOBEPeHUS:

AHanus sLinonHeH no;

CepTtudukar aHanusa Ne 3

0024877

LUMAHOKOBANAMUH-OAPHULIA (BUTAMUH B12-IAPHULIA), pacTeop ANR MHBEKUWIA,
0.2 mr/mn, no 1 mn & amnyne; no 5 amnyn 8 KOHTYPHOW AYEAKOBOI ynakosxe; no 2
KOHTYPHbI@ AYEAKOBLIE YNAKOBKYM B NAYKE C MAPKUPOBKOM Ha YKPAUHCKOM R3bike

YC31020
UA/3471/01/01

Pasmep cepun: 43166 ynak.

MKK.JIC or 03.08.2020 perucrpaunoHHomy yaocrosepenmo NeUA/3471/01/01

Pesynbrart ananuaa:
Ne n.n. Haumenosanue noxasartens TpeGoBanue HOpMaTHBHOM AOKYMEHTauMUM Pesynurar ananusa
1 Onucanve Mpo3payHan XuMAKOCTL KPacHoro useTa Coorsercrayer
2 WpeHTudpukauus A. YO-cnekTp nornouieHua UCNLITYeMOro pacTeopa, Coorsercrayer
NPUroTOBNEHHOTO, Kak ONUCaKo, B pasgdene "KonuwiecTeexHoe
onpegenexue”, 8 06nacTy or 250 HM 80 600 HM AOMKEH UMETH
MaKCUMYMbI NOrNOWEHUA NPW ANUHaX BONH (278£2) HM,
(36112)um 1 B o6nacTu oT 547 um 40 559 Hm
OTHOWeHUE ONTUYECKOH NNOTHOCTH B Makcumyme npu anvke 3.21
BONHbI (361£2) HM K ONTUYECKON NNOTHOCTH B MakcuMyme 8 .
obnactvt or 547 UM 40 559 HM.AOMKHO ‘cocTasnate 3,16 - 3,45
OTHOLWeHMe ONTUYECKOR NNOTHOCTY B MBKCUMYME NPY ANUHe 1,78
BONHbI (36112) HM K ONTUNECKOH NNOTHOCTY B Makcumyme npu
AnuHe BONHbI (278+£2) HM AOMKHO cocTasnaTe 1,70 - 1,90
B. Mpenapar paer peaxuuio (a) Ha XNOpUabL! Coorsercrayer
3 NpospauHocts Mpenapar gonxen GbiTs NPO3pauHbIM Coorsetcrayer
4 pH 38-55 47
5  Conyrcrayiowme npumecy Cymma npumecei - He Boriee 4,5 % 1.3%
6 Wasnekaembit 06bem lMpenapar gomkeH COOTBETCTROBATS tpebopanvam MOY, 2917 Coorsetcrayer
7 Mexanuyeckine BKNIOYEHUS Cootsetcraenmo MKK NC Cootsercrayer
8 CrepunsHocTh Npenapar gonxex BuiTe CTEPUNBLHBLIM CrepunbHiim
9  BakTepwansHbie 3HAOTOKCUHBI Menee 71 ME/mn Cooreercreyer
10 KonuuectsenHoe onpegenenne 0,19 - 0,21 mr/mn 0,20 mrimn
uuanokoBGanamuna
KonuuecraenHoe onpeaenenne 8.5 - 9,5 mrimn 8,1 mrivn
HaTpus xnopuaa
11 Ynakoska Cooteercraenno MKK N1C Coorsercrayer
12 Mapxupoexa Cooteetcreenno MKK NC .Cootsercreyer
Rara okoHuanus cpoka roaHocTy  10.2022

XpaHeHue:

3akmoverue;

[lata noanucaHms:

XPaHWTbL B OPUTMHANBHON YNaKkoBKke NPU TeMnepaType He Buiwe 25°C. He saMopaxuBaTte. XpaHuts g
HEAOCTYNHOM ANA aeTeit MecTe ;

Cootsercreyer rpeGosannam MKK J1C ot 03.08.2020-« per
NeUA/3471/01/01 jo

07/11/20

[
Havaneruk QKKf. -

.
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Anpec 02093, r. Kmes, yn. Bopucnons Fn3 ‘
_;f“‘“}“ e wmm g o Ten. /¢axke: (+38044)568-32-10 MpreMaa 902689‘

(+38044)207-73-41 Ornen koHTpons kau
(+38044)207-73-04 YoomHoMoueHHOe mMuc no KavyecTEy
(+38044)207-73-27 YInonHOMOYeHHOE JMuo fo d:apmaxoﬂa;:’aopy

CepTudiukar cepum NeKapCcTBEHHOro cpencraa

1. HaumeHosaHue, cuna LLMAHOKOBAJ’?AMV!H-,[{APHE/IL[A (BUTAMWH B12-0APHULA)

AeNCTBUA/AKTUBHOCTL, neKkapcreeHHass 1 M pacTeopa COOEPHUT: LinaHokoBanamura 0.2 mr. pacTeop

thopma 1 pasmep ynakorku AN uHvekuui, 0,2 mr/mn ) ) )

(H,ﬂeHTMqHO TEKCTY Ha ynakoeke no tmns amMnyne; no 5 amnyn s KOHTYDHOW S4eMKOBON

rOTOBOM NpoayKUMM): YNAKOBKE, M0 2 KOHTYPHbIE AYEKoBble YNEKOBKK B Nayke ¢
M3PKUPOBKOW Ha YKPaWHCKOM A3bike

2. Homep cepuu rotoson npoaykuuu:  YC10321 Paamep cepuu: 43528 ynax.

3. CrpaHa-npouzsoauTens: YKpavHa

4. HaumeHoBawue CTpaHwl / cTpaH YKpauHa

Ha3HaveHus ANs cepuun:

5. Homep perucrpaumontoro UA/3471/01/01

YOAOCTOBEPEHUA:

6. Dara npoussoacrea: Mapt 2021

7. laTa okoH4YaHus CPOKa roarocTu 03.2023

(Mecsiu u rog, nocne KoTtoporo JIC He

npumeHaeTca):

8. HaagaHus, anpeca u HOMepa NPOW3BEAEHS, BKIKOYAS YNaKoBKy/MapKUpoBsKy 1 KOHTPOnS

NUUEH3IUK BCeX yYacTKoR KadyecTea Ha YAO «Papmalestuyeckas Pupma «JapHuyas no

NPOU3BOACTBA M KOHTPONA KavecTBa: anpecy: r. Kvee, yn. Bopucnonsckas, 13;
nulexsus AB Ne 598086, CBUALTENLCTBO of artrecTaywy
naboparopuin OKK Ne 128

S. Ceprudukarel cooTBeTcTBUA GMP ceptuhvkaT 035/2019/GMP
BCEX Y4aCTKOB, YKa3aHHbLIX B N.8:

10. PeayneTare: aHanuson: NpUBeneHb! B cepTudiikaTe aHanuaa (AononHerve 1)

11. KommenTapuu: XPaHWUTL B OPUIMHaNBHOM ynakoske NPU TemnepaType He ssile
25°C. He 3amopaxusaTs. XPaHuTs 8 HEAOCTYNHOM ANK geTen
MecTe

12. 3aneneHnue o cepTudbukaumm: 3TUM noaTeepxAan, YTo BCE NpOUSBOACTBEHHbIE CTagum AN

3TOW Cepum roTosol NPOAYKLMUK Bbinun nponasegeHs s MONHOM
COOTBETCTBIM C TpeboBaHUsMUY, YCTAHOBNEHHbLIMUY B
DERCTEYIOWEM pPyKoBoacTee no GMP, YTBERMKASHHOM
MuHucTepcTsom 3APaBOOXPaHEHUA YKpauHsl, v ¢
TpeGoBaHuamMK PErMCTpauUroHHOro gocke CTPaHbi HazHadyeHg,

13. UMsi u hamunus
YnonHoMoueHHoro nvua, koTopoe
OCyllecTenseT cepTudnkaumo CEpUU:

14. Noanucs YnonHoMoueHHoro nuya,
KoTOopoe ocyuwecTenseT ) ;
cepTudukaumio cepun: A9 o i

15. NaTta nognucanus:

?dﬁ?g,w 0/ 1049 %/@ 0. €7, Ao/ 7
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HanmMeHosatue npoAayKUwue:

Homep cepuu:

Homep perucrpaunonHoro

JlononHe#iie 1 (ijﬂﬁaggcgm‘
0 (

Ceptudukar ananusa Ne 1

HPAHIKGBATIAMAR SARHALA (BATAMH R12- AAFTIALIAY pac
02 mrimn ng 1mn Pasmylic No O aMnyn 8 KOHTYPHGR sive e
KOHTYDHBIC wﬁmonue YHUARCRRM | NAYHE © MAPKUDOBKON Ha YE\QHL"IW

YC10321 Pazmep cepun: 43525 ynas
UAJ3471/01/01

IC Konuuecraennoe o onpeaenexue

LREnckoDanamiig

TECHHTS Of il

SACNeH)E

YOOCTOBEPEHUR:
AHanW3 BLINONHEH AO: MEK A1C 01 03 98 2020 « PEMICTRAUOnHOMY YAOCTOREDEHD NeUA 347 HB%
Pesynwrar ananuia:
Ne n.n. Haumenosanue nokasatens TpeboraHue HOpMaTUBHOM ACKYyMeHTaLuMK PeaynuTat arnanwaa
1 Mpozpadnan wug<ocTs KPACHOIG yeeTa Coorsetcrayer
2 AYD CNep nernoueHes T TYEMOTO pacmopa Cootgercrs
NDUICTORIONHTG CaHD 8 pasaene "Konudacreernoo
Onpcacneine’ 8 olnacTn o1 250 1 A0 500 HM ADFpKEH uraT
fﬂak”'vr:y‘m RO NIOUIENAR NV ANMH2x BONH | (278425 nra,
3B122)ha v 8 cBNacu oT 547 1 HO 5 H
O'I'Hots_-e;me COIMYUSCKOR NHOTHOCT [ Max AMYME NP Jisns 307
BOMHG! (3072) HIM K OHTAYECKON NACTHGCT & MAKSURIYME B
OOractv 01 547 wm 40 559 ACFHKHO COCTaRNAT 3 15 - 2 45
OTHOLECHME ¢ [on MIOTHOCTH B MEschyMe Py Anuke
1 BOTHOCTA B MaKIumyne
SHIVHE BOT i COCTaBNsIL 1 70 - 1.80
B. lpenapat AaeT peakume (a) 13 X0 PH, kI
3 flpenapar gomses Suite NROABA- IR
Cymma npinieced e Sonee 4.5 -
5 lperapar sonse CTROTE 2917
: Cooraercivenng MK |
Npenapar ponxen Huie ¢ CTEPUNEHEIM
2} BakTepHanntnie 3HA0TGRCHE L] feree 71 ME/un

0,19 - 0.21 rmrimn

8.5 - 9.5 rmrimn

Cooraecipenng MKK 10

Cooreetcraciiic MK /1

Hara okonvanun cpoka rogHocTy:

Xpareuus:

3armoyerue:

LETA NOARUCaHIS"

N I & A |

TRCUORaHH TE 1 o

=
a3

neparype we aplwe 25°C. e samopaxnaate Xpanums, o

1
bipes



http://www.tcpdf.org

