Appeca C2C%3, wm. KuiB, syn. Bopucninbcbka, 13

Ten. /Makc: {+38044)5658-32-10 [MpuiAmanbHa

n n p H u u ﬁ (+38044)207-73-41 Bigain KoHTpon AKoCTi
(+38044)207-73-04 YnoeHosameHa ocoba 3 AKoCTI
(+38044)207-73-27 ¥YnoeHosaweHa ocoba 3 GapmakoHarnagy

Ceptudikar akocri / Ceptudikar aHanisy Ne 170000001211

1. HalilmeHyBaHHA NpoayKLii:

{Ha3Ba, CUNa AiifakTUBHICTb, NiKapcbka dopma Ta
pPo3Mip YNakoBKW (iAeHTUYHO A0 TEKCTY Ha
YNakoBLi roToBCl NpoAyKLii))

2. Homep cepii:
3. Posmip cepi:
4. KpaiHa-BUpOGHNK:

5. HaiimeHyBaHHA KpaiHM / KpaiH npusHa4YeHHA
AnA cepii:

6. Homep peecTpauifiHoro nocsigyeHHn:

7. flata BupoGHMLUTBa:

8. flaTa 3aKiHYe€HHA TepMiHY NPUAATHOCTI

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

9. Haspa, agpeca Ta HOMepW AiLeH3iA BCiX
AiINbHULE BUPOGHULITBA | KOHTPONKD AKOCTI;
Ceprndikatn signosinHocri GMP Bcix
AINbHULb:

10. AHani3 BUKOHaHWH 3rigHo:

PesynbraTi aHaniay:

OWABA3CN-AAPHWLA

1 mn po3unMHy micTuTb Genpazony rigpoxnopuay 10 mr

PO34WMH ANA iH'eKUii, 10 mr/mn; no 1 MA B amnyni

N2 10 (5%2) B nayui 3 MapKyBaHHAM YKPaiHCbKOI Ta POCIACbKOK MOBaMK

AZ10122
42,912 TYN
YKpaiHa

YKpaiHa

NeUIA/4780/01/01
01.2022
01.2026

BUpoGReHO, BKAIDYAUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
«PapmauesTryHa dipma «JapHuUA» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
13;

niyeHzia AB Ne598086;

CBigoUTBO Npo atecTauile naGopatopii BKA Ne 128;

ceptudikat GMP N¢ 035/2019/GMP

MKA /13 po peectpauiiiHore nocsigueHHa NeUA/4780/01/01 Big 16.03.2021
Ned485, 3i amiHamn

N2 n.n. HailiMeHyBaHHA NOKazHUKa Bumorn HopmMaTHBHOI JOKYMeHTaU il Pe3ynbTart aHanisy

1 Onuc Mposopa BezbapeHa abo 3i 3nerka »oBTyBaTM abo 3eneHyBaTUM Bipnosigae
BiATIHKOM piguHa

2 InenTndikauia A BeHnpasony rigpoxnopua YO-CNekTp NOTIWHAHHA BANpoOyBaHora Bignosigae

PO34YMHY, NPUIOTOBNEHOTD, AK QMWCAHO B po3gini "KinbkicHe
BW3HaueHHA. BeHaasony rigpoxnopuny”, B obnacti sig 220 vm o 300
HM MOBWHEH MaTW MaKCUMYMW NOTIMHAHHA NPW A0BXKUHAX XBUIb
(244+2) Hm, (27212) nm, (28012) um Ta miHIMymU Npu (2311£2) Hm,
(258+2) Hm, (277+2) Hm

3 lneHTndikauia B YTBOPEHHA CpIGNACTOr0 YepBOHYBATO-KOPUUHEBOTD OCajly NpK Bignosigae
B3acMOAli Npenapaty 3 PO3YUHOM AofyY B KUCNOMY cepeloBuLli
4 lnenTndikauia C EtaHon MniuepuH Ha xpomatorpami BUNpodysaHoro po3uunHy, Binnosigac

oTpUMaHoi B po3aini "KinbkicHe Bu3HaueHHA. Etanon, rmigepun”,

yacu YTpumyBaHHA NiKiB eTaHONY, riLepUHY NOBUHHI 36iratmuca 3
Yacom YTRUMYBaHHA NIKIiB €TaHOoNy, rMilepuHY Ha XpomaTorpami

PO3UYAHY NOPIBHAHHA

5 Mpo3sopicTb MpenapaTt mMac 6yTH NPO3OPHUM Binnosipac

6 KonbopoBicTb 3abapeneHHA npenapaTy He NOBUMHHO NepesnllyBaTh eTanoH BYB  Bignosigae
abo GY6

7 pH 28-33 3,1

) CynpoBifiHi FOMmiLIKK Cyma foMilloK — He Binble 1,0 % Bipnosigae

9 O6'em, WO BUTATAETHCA MpenapaT NOBUHEH BigNoBifaT sumoram A0Y, 2.9.17 Bipnosigae

Crop. 132
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CTepunbHicTb
bakTepianbHi eHAOTOKCUHW
KinbkicHe BU3HAYEHHA
KinbkicHe BU3HAYEHHA
KinbkicHe BU3HAYEHHA
¥Ynakoeka

MapkyBaHHA

MpoposkeHHA CepTudikat AkocTi / CepTudikar aHanizy N¢ 170000001211

MpenapaTt mac 6yTH CTEPUNBHUM Bignosigac
IPaHUYHa KOHUEHTpaLig eHAOTOKCHMHIB — MeHwWwe 83 MC/mn Binnosigae
Benpasony rigpoxnopuay 9,5 - 10,5 mrimn 10,0 mr/mn
EtaHony 73,0 - 89,0 mrimn 78,1 mrimn
MniuepwrHy 97,0 - 119,0 mrimn 108,0 mr/mn
Bignoeigho ao MKA N3 Binnosigae
Bignoeigho ao MKA N3 Binnosigae

11. KomeHTapi:

12. ¥YmoBn 36epiraHHa:

13. 3aaBa npo cepTugikaudiro:

bes KomeHTapie

B opwriHanbHi ynakosui npu Temnepatypi He Buwe 25°C. He 3amopoxyBaTi. 36epirat/ B
HeAOCTYNHOMY ANA AiTEN Micui.

Lium nigreepamyio, Wwe Bci BUpoBHWYi cTagil AnA uiel cepii roTooi npoaykuii 6ynu nposeaeHi
B NOBHIMA BIANOBIAHOCTI 3 BUMOraMy, BCTaHOBNEHWUMY B YAHHOMY KepiBHUUTEI no GMP,
3ateepaxeHomy MiHicTepcTBOM OXOPOHM 3A0pP0OB'A YKpaiHK, | 3 BUMOraMy peecTpauiiHoro
AOCBE KpaiHW NPU3HAYeHHA

Cepia gossoneHa Ao peanisalii / BinpaHTaxKeHHA 3 14.02.2022

MNIb: OxoTHikoea T.M.

Mocapa: YnoBHoBaXxeHa ocoba

MianucaHo enekTpoHHUM nianvcom: 14.02.2022

3aTBEpAXKYIO

Crop.232



Agpeca 02093, m. Kuis, Byn. bopucninscbka, 13
Ten./®akc: (+38044)566-68-78 [MpuiimanbHa
(+38044)207-73-41 Bigain KOHTPOMO SAKOCTI
(+38044)207-73-04 YnosHosaxeHa ocoba 3 akocti

(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar akocri / Ceprudikar aHanisy N2 170000016050

1. HalilmeHyBaHHA NPOAYKUil: ONBA30-0APHMLA

(Ha3Ba, cuna fii/akTMBHICTD, nikapcbka dopma Ta 1 mi po3umHy micTuTh eHgasony rigpoxnopugy 10 mr

PO3MIp YyNakoBkY (iAEHTUYHO A0 TEKCTY Ha po3umH ansa inexuin, 10 mr/mn; no 1 mn B amnyni

YNAKoBLi roTOBOI NpoayKLii)) Ne 10 (5x2) B nauui 3 MapKyBaHHAM YKpPaiHCbKOIO Ta POCIICbKOK MOBamu
2. Homep cepii: AZ10123

3. Poamip cepii: 19,426 TYI

4. KpaiHa-BUpO6HUK: YKpaina

5. HaihimeHyBaHHA KpaiHun / KpaiH npM3HayeHHAa YkpaiHa

AnA cepii:

6. Homep peecTpauiliHOro NocBigUeHHs: NeUA/4780/01/01
7. NaTa BupoGHMTBA: 01.2023

8. [lata 3aKkiHYeHHA TepMiHy NPUAATHOCTI 01.2027

(micaub i pik, nicna akoro J13 He 3aCTOCOBYETHCA):

9. Hazea, agpeca Ta Homepu nigeusii Bcix BMPOGIEHO, BKAKYAIOUM YNAKOBKY/MapKyBaHHsA Ta KOHTPONb AKOCTi Ha MpAT
AiNbHULB BUPOGHNLTBA | KOHTPONIO AKOCTI; «QapmauestrnuHa dipma «dapHuya» 3a agpecoto: m Kuis, Byn. bopucninbcbka,
Ceptudikaru BignosigHocti GMP Bcix 13;

BinbHNUb: niuensia AB N°598086;

CBIZOLTBO NPO aTecTauio nadopatopint BKA Ne 128;
ceptnoikat GMP Ne 050/2022/GMP

10. Ananis BUKOHaHUI 3rigHo: MKS N3 o peectpadintHoro nocsiguexns NQUA/4780/01/01 eig 16.03.2021
Ne485, 3i amiHamu

Pe3synbTaTtu aHanisy:

N¢ n.n. HalimeHyBaHHSA NOKa3HMKA Bumoru HopmaTnBHOT foKyMmeHTawil Pesynbrar aHanisy

1 Onwuc MNpo3opa 6esbapsHa abo 3i 3nerka }osTyBaTm abo 3eneHyBaTm Bignosigae
BifTIHKOM pignHa

2 lnenTndikauin A bengazony rigpoxnopug YO-cnekTp nornuHaxHa BUnpobysaHoro Bigrnogigae

PO3uKHy, NPUroTOBNEHOTO, AK ONWCaHo B po3gini "KinbKicHe
Br3HaueHHs. Berpasony rigpoxnopug”, B obnacti Big 220 1m go 300
HM TOBVHEH MaTi MakCMMYMU NOTAMHAHHS NPY JOBXUHAX XBWIb
(24412) Hm, (272+2) Hm, (280+2) um Ta miHiMymn nipy (231£2) Hm,
(25812) Hm, (277+2) um

3 lpentndikauia B YTBOpEHHs CPIBNACTOro YepPBOHYBaTO-KOPUUYHEBOTO Ocafly npu Bigrnosinae
B3aEMOZII NpenapaTty 3 PO3UNHOM NOZY B KNCIIOMY CepenoBuLLi
4 lpentudikauia C Etanon Mniyepux Ha xpomatorpami BunpobyBaHoro posumHy, Binnosipae

oTpumaHol B po3sgini "KinbkicHe BusHaueHHs. EtaHon, rniuepun”,
Yacu YTpUMYBaHHA NiKis eTaHony, riilepuHy noBuHHI 36iratuca 3
YacoM YTPUMYBAHHA THKIB eTaHoy, [MHLepuHy Ha XpoMaTorpami

PO3UUNHY MOPIBHAHHA

5 Mpo3opicTb MNpenapat mae 6yt Nnposopum Binnosipae

6 Konboposictb 3abapsneHHA npenaparty He NoBUHHO repesuulyBaTty etanod BYS  Bignosigae
abo GY6

7 pH 28-33 3,0

8 CynposigHi gomiluku Cyma pomiiok — He 6inbuie 1,0 % Bignosigae

9 0O6'em, LLLO BUTATAETHLCHA Mpenapat noBuHeH Bignoeigatn sumoram JOY, 2.9.17 Bignosipae

Crop. 132



Mpoposxenna Ceprudikar akocri / Ceprudikar ananisy Ne 170000016050 m l"lllll”l”l”l”l”l“I“ll““l”"ll“

10 MexaHiuHi BKRIOUeHHA: BUanmi Bignosinae sumoram 4OV, 2.9.20 Bignosigae
YaCTUHKM

11 MexaHiuHi BKRIOueHHA: HeBuaumi  Bignosigae sumoram Y, 2.9.19, metog 1.B Bignosigae
YaCTUHKM

12 CrepuwnbHicTb Mpenapat mae 6yTu cTepunbHUM Bignosigae

13 BakTepianbHi eHOOTOKCUHM IpaHWuHa KOHLUEHTpaLis eHAOTOKCUHIB — meHwe 83 MO/mn Bigriosigae

14 KinbkicHe BU3HaueHHsA Benpazony rigpoxnopuay 9,5 - 10,5 mr/mn 10,0 mr/mn

15 KinbKicHe Bu3HaueHHs Eranony 73,0 - 89,0 mr/mn 78,3 mrimn

16 KinbkicHe BU3HaueHHs Tnigepuny 97,0 - 119,0 mr/imn 106,9 mr/mn

17 YnakoBka BinnosigHo go MKA J13 Bigroginae

18 MapkyBaHHA BinnosigHo go MKA 113 Bignosigae

11. KomeHTapi: bes komeHTapis

12. YmoBm 36epiranHs: B opwuriHanbHii ynakosui npu Temnepatypi He Buile 25°C. He 3amopoxyBaTu. 36epiratvi B

HeJoCTYHOMY ANA AiTen Mmicui.

13. 3asBa npo ceprudikauito: Lum nigreepmkyio, wo Bci BUpobHWui crapii nns uiel cepii rorosoi npogykuii 6ynu nposeperi
B MOBHI BiQNOBIZHOCTI 3 BUMOramm, BCTaHOBNEHUMM B YAHHOMY KepisHuuTtei no GMP,
3aTBeppKeHomy MiHiCTepCcTBOM OXOPOHN 30poB’a YKpaiHu, i 3 BUMOramu peecTpauifHoro
OOCHE KpaiHy npU3HaYeHHs

Cepin no3BoneHa Ao peanizauii / BigBanTaxkeHHsa 3 16.02.2023

3arBepaxyio

Mib: OxotHikosa T.M.

Mocaga: YnosHoBaxeHa ocoba

Nignucaro enekTpoHHum nignucom: 16.02.2023  08:53

Crop. 232



Bononuexue 1 « CepTudbukaTy cepun

10027765

agapHUU

CepTucukar ananmsa Ne 1

HaumeHoaaHUe NPOAYKLIME: AVBASON-LARPHWLIA, pacTsop ANA MHBERLMA, 10 Mi/Ma, 10 1 MN 8 BMAyAe, nO 5 amnyn
2 KOKTYPHOR AUSAKOBON YNaKoske, RO 2 KOHTYPHsIE AYEAKUBEIE YNaKoBKA B Navke C
WEPKMPORKOI HE YKRANHCKOM 1 PYCCKOM A3bLIKEX

Howmep copun: AZ10421 Pasmep cepuu; 30610 ynax,

HoMmep perucTpayruoHRoro UAJ4780/01/01 gencTayeT o 07.07.2021

YACCTOBEPOHUA:

AHANWU3 BEbINCAHEH 1O MKK NC k perasTpauuoHHoMy YACCTOSEPERNIO NeUA/M4TBO/ 1D, ¢ namaHeHrem aT
01.12.2020

PeaynbLTar aHanu3a:

Nen.m. HawmenoBaHue nokazarens  TpebOBaHMD HOPMATWBHOW AOKYMBHTALIKNA Peaynetar anan4ia
1 Qnucadue Mpospaunan BecUBeTHAR WK CO CNETKa KENRTOBSTLIM KW CooreeTcrayeT
IENBHOBATHLIM OTTERKOM MMAKOCTh
2 MpeHTrurayus A. YO-CnexTp NOrMoLlekusa CnsITyemMoro pacTecpa, CooTeerCTEYET

APUrOTOBNENKOTD, KK DAVCAHE B pasaene "KonuiecTeetroe

onpepenenue, hedpasora ruapoxnopus”, B o6nectu oF 220 v

A0 300 HM BOMKEH HMETh MEKCHRAYMbi OSNOWERNRA NP ANMHAX

BOMH (29412) 1M, (27242) HM. (28022) AM W MUHAMYMEE NpU

(2312) Hm, {25B£2) M, (2TT 22} Hm

8. O6paaopanne cepebpUCToro KPECHOBATO-KOPHYHEBOIO OCAAKE COGTBETCTRBYET
npw B3awMOneACTRMN NPENaRaTa ¢ PACTACROM Woaa B KHCHRoR

cpepe

C. Ha XpOMATOIPaMMEe HCNBTYSMOT0 PacTeopa, NONYSEHHOR B CooTeeTCTBYET
pasaene "KoNMMECTEEHHOE DNPEASNeHne. STaHen, Muuepul’,

BPEMEHa YASPKWEINNA NUKOB FTEHONA, MAUERKRE ACNXHE

COBNaAATL C BREMEHAMY YAOPKUBEHIA NUKOS BTAKCNa,

{ALIEPUHE HE XPOMATOIpAMME PECTEOPA CPABHBHAA

3 Npo3pavMocts Mpanapar AeNKeH GoiTe NPO3PAUHEIM CooTteercTayer
4  llaetHocTe gf{%acka APEnapaTta He [ONKHa NPEBbilaTh 3TAnNcH BYE unu CooTaeTcTayeT
5 pH 28-33 31
6 ConyTcTeyrupie npuMecK Cymma npmeced - ve Bonee 1.0% CooTBercTBYET
7 Womnexaemsli oGhem flpenapaT AoMKeH COOTEETCTRORAT TpeboraHUAM Toy, 2.9.17  CoortBetciayeT
8  Méxanuuetkie BRMOHESHAA CooTeetcTaeHHg MKK IC CQOTBETCTRYET
9  CreprassOCTe fipenapar AonHKeH DbiTe CTRPUNGHBIM CTepuneHbIA
10  BaKTepvanbHele JHEOTOKCKHG TpeaensHan KOHLERTPALMA IHO0TOKCUHOR - MeHee 83 ME/mn CogrseTtcTayer
11  KonuvecteesHoe onpegenenne 9.5 - 10,5 mrimn 10.2 mrimn
GeHASI0N3 MMAPOXNOPUAR
Konuuectseunoe cnpefencane 73,0 - 89,0 mrimn 77.9 mrfmn
aTaHona
KonuuectaenHoe onpepenenne 97,0~ 118,0 Mrivn 109.6 mrivn
TRMUEPUHE
12 Ynexoska CocTeeioraenic MKK AC CooTaeTCTRYRT
13 Mapxuposka CooTrercrasiHo MKK NIC CootserctByeyY

[atra oxoHYaHuA cpoka rogHoctu:. 042025

ApaHenng: XpaKuTh B DPWHHENLHOV YNAKI2KS PY TeMNZpaType He BhIlLE 25 °C, He sasiopaxyveaTs. XpaHuTe 8
HEAOCTYNHOM BNR J8TEH MECTE
3axknoueHne: CoorsercrayeT TpefosanHnam MKK [IC k perucTPaLMOHHOMY YAQCTOBOREHVIO NelUA/M4TBO/O1/0Y. ¢

vamereruem o1 01.12.2020

Dara nognucarun. 7E o5 voes HavanuHuk GHEAPMA E9 -—-/-z——

G205 we ,(mi;i. By

BIAIN KOHTPONID AKOCTI




ue

Agpea 02093, r. Kmres, yz. BopMCnosnLcxas :
Tarx./damo; {(+38044)568-32+~10 npumaargo 2 7 7 6 5
{#+38044) 207-73-41 Onman kOHTPONA Xave

(+38044)207-73-04 YOOnHOMOYSRHOS NMUG OO0 KAYGCTBY

(+38044}207-73-27 YRONHOMOUARNOS M0 N0 JAPHAKOHALSOPY

CepTudhmkar cepum nekapcTBeHHOro cpeacTea

1. HaumeHoBaHue, cuna
HAEMCTBUA/AKTUBHOCTL, HEKAPCTROHHAS
thopma 1 pasmep ynakosku
(MREHTHYHOD TEKCTY HA YNAKOBKE
rOTOBOW NPOAYKLSHM):

2. Homep cepuu roToBON NPosyKums:
3. CrpaHa-npoussdamuTeNsL:

4. HaumeHoBaHMe CTPAKLI / CTpaH
HBAa3HaYeHUA onA cepuun:

S, Homep permcrpalmosHore
YAOCTOBREPOHURA!

6. [lata npouazsoncTra:

7. [laTta okoHYaHKR CPOKA rogHocTH
{mecau u rog, nocne KoTopore JIC He
npuMeHAeTCR):

8. Haasanus, agpeca v Homepa
NULEH3INN BCEX YUYALTKOB
NPOUIBORCTESE W KOHTPONA KavecTsa:

8. Ceprichukarel cooTeeTeTRUs GMP
BCEX YHACTKOB, YKa3aHHbIX B 1.8;

18, Peaynerarthl ananuaos:

11. KommeHTapun:

12, 3anBneHue o cepTndukaunu:

13. UMz n hamunun
YRONHOMGHEHHOTO fIKiia, KOTOpoe
OCYWECTRNABT CEPTUIMKIUMIC CEPUN!

14. Noanuck YnonsoMoueHKoro nuua,
KOTOpOE ocyuiecTRNAeT
cepruukaymnio cepun:

158, ara nogavcannn;

AWBA3OA-0APHULIA

1 MmN pacTeopa cogepxint Beraaaona ruapoxnopuaa 10 wr,
PacTBRop ANS uRLakuuk, 10 mr/Mn

10 1 Mn 8 amnyne; no 5 aMnyn B KOHTYPHOY SYeiKkoBoMk
YyNaKoske, Mo 2 KOHTYPHbIE AHERKOBLIS YNEKOBKW B Mnavke ¢
MAPKUPOBKON HA YKPAUHCKOM U PYCCKOM R3biKax

AZ10421 Paamep cepun: 30610 ynak,
Ykpawuna
YkpauHa

UA/4780/01/01 peticteyeT go 07.07.2021

anpens 2021
04.2025

NPOU3EEASHD, BINIOYaR YNaKOBKY/MaPKUPOBRY i KOHTPONb
kauecTsa Ha YAO «DapmauesTuyeckan pupma «apHuua» no
anpecy. r. Knes, yn. Bopucnonsckan, 13

nuueHsus AB Ne 598086, ceupertenscreo of arrectaumm
naboparopuit OKK N2 128

cepTidgpukar 035/2019/GMP

npuseeHsl B cepTUdVKaTe aHannia (gononHenve 1)

XPaHUTE B OPUINHaNbHOW YNaKOBKE NPy TEMNepaType He sbilie
25 °C, He aamopaxwsaTth. XpaHWTb B HEBOCTYNHOM ONA AeTel
MEecTe

STuM NOATEEPMAAIC, YTO BCE MPON3BOLCTBEHHLIE CTARUY AR
ITON CEPMK roTOBOW NPORYKUMIA Bbinu npousseaeks! B NONHOM
COOTHETCTBMAY C TPEBOBAHUAMM, YCTAHOBINEHHBIMI B
ASNCTRYIOWEeM pykosoacTae no GMP, yreepxaeHHom
MuHvcTepcTBOM 3APaBOOXPRHERNs YKDaUHLI, U C
TPEBOBAHKAMY PETHCTRALURCHHOIO A0CHE CTPaHLI HAZHAYEHUA,

PiAR BASPEWIEHA E
K PEARASALML

o wdli|

VRopHOMOuEHATS AUl

Hariueus 88



| d AAPHUUA

Axnpec 02093, r. Kues, yi. Bopucnonscxas, 13
Tex./daxc:

(+38044) 568-32-10 npuemiau]“DO 2 9 ‘I 3 ‘I
(+38044)207-73~41 OTnen KOHTPONK Xaue
(+38044)207-73~04 YnoOMHOMOWGHHO@ JIMIO MO KANACTRY
(+38044)207-73-27 YNONHOMOWEHHOS JIMUO no dapHaxoxansopy

CepTucumkaT cepum rekapcTBeHHOro cpeacTsa

1. HaumeHoBaHwue, cuna
[eNcTBUA/aKTUBHOCTb, NeKapcTBeHHasn
¢opma U pa3Mep ynakoBKU
(MAEHTUYHO TEKCTY Ha ynakoBke
roTOBOI NPOAYKUMHM):

2. Homep cepum roToBoi NPOAYKLUUK:
3. CTtpaHa-npoussoauTenb:

4. HaumeHoBaHue cTpaHbl / cTpaH
HasHaueHust AJIA CePUM:

5. Homep perucTpauuoHHOro
YyAOCTOBEpEeHUs:

6. JaTa npousBoAcTBa:

7. laTa OKOHYaHUsA cpoka rogHOCTH
(Mecsu u roa, nocne kotoporo JIC He
NPUMEHAETCA):

8. HaspaHus, anpeca u Homepa
NULIEH3UN BCEX YHaCTKOB
NPOM3BOACTBA U KOHTPONA KayecTsa:

9. Ceprucpukarbl coorBercTeua GMP
BCEX YYACTKOB, YKa3aHHbIX B n.8:

10. Pe3ynbTarbl aHan1M3oB:

11. KommeHTapuu:

12. 3aaBneHue 0 cepTUdUKaLuu:

13. Umsa u hamunus
YNOnNHOMOYEHHOro nuua, Kotopoe
ocylecTBAsIeT cepTUdUKaLUIO cepun:

14, Moanucb YNONHOMOYEHHOrO nNuua,
KOTOpOe oCylecTBnsAeT
ceprudmnkauumio cepum:

15. lata nognucaHus:

OUBA30N-0APHULIA

1 mn pacTeBopa cofepXuT 6eHpasona rugpoxnopuaa 10 wmr,
pacTBOp ANA MHbeKUWA, 10 mr/mn

no 1 MN B amnyne; no 5 amnyn B KOHTYPHON AYERKOBOK
yraKoBKe; Mo 2 KOHTYpHble AYEeiKoBbIe YNaKoBKM B Maqke ¢
MapKUPOBKOA Ha YKPaUHCKOM U PYCCKOM fA3blkaX

AZ20421
YKpauHa

Pa3smep cepumu: 41761 ynak.

YkpauHa
UA/4780/01/01 peircteyeT po 07.07.2021

anpens 2021
04.2025

npov3aeefeHo, BKITKOHAA YNakoBKy/MapKUpOBKY U KOHTPONb
kayecTBa Ha YAO «®dapmauesTndeckas pupma «[apHuua» no
anpecy: r. Kues, yn. Bopucnonbckas, 13;

nuuensus AB Ne 598086, ceupetenbcTso o6 atrectauuu
na6opaTopuit OKK Ne 128

ceptucukar 035/2019/GMP

npuBeaeHbl B cepTudukaTe aHanusa (pononHexve 1)

XpaHUTb B OPUrMHANbHOW YNakoBKe Mpu TEMNEPAType He Bbile
25 °C. He 3amopaxueaTb. XpaHuTb B HEAOCTYNHOM ANs AeTew
mecTe

OTUM noATBEpXKAalo, YTO BCE NPOU3BOACTBEHHbIE CTaaun Ana
3TOW Cepuy roToBoit NpoAyKuMm Gbinin NpousseaeHbl B NOMHOM
COOTBETCTBUU C TPeOOBaHUAMU, YCTAaHOBNEHHBIMU B
pevcreyrowem pykosoacTee no GMP, yTBepXaeHHOM
MUHUCTEPCTBOM 3APaBOOXPaHEHNUs YKpauHbl, U C
Tpe6oBaHUAMU PErMCTPaLIMOHHOrO A0Cbe CTPaHbl HA3HAYEHUA.

CEPWA PASPELIEHA
K PEANV3ALWW

ol 0b 20dl:

Y J"inAQ) EHHOE NULD

Hasaperro M.B.
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HaumeHosanue npoaykuuu:

Homep cepuu:

Homep perucrpauuoHHoro
YAOCTOBEPEHUS:

AHanu3 BbINONHEH No:

Pesynbrar aHanusa:

narPHUUG

BononHenune 1 k Ceptudhukaty cepuun
1002973
CepTtuchukar aHanmsa Ne 2

ONBA30N-AAPHULIA, pacTeop anA uHbekuui, 10 Mr/mn, no 1 mn 8 amnyne; no 5 amnyn
B KOHTYPHOW AYENKOBOW YNakoBKe; N0 2 KOHTYPHbIE AYERKOBbLIE YNIaKOBKY B Navke C
MapKUPOBKOW Ha YKPAWHCKOM Y PYCCKOM $i3biKax

AZ20421
UA/4780/01/01 geitcrayeT no 07.07,2021

Pasmep cepuu: 41761 ynak.

MKK J1C k peructpauuoHHomy yaocTosepenuio NelUA/4780/01/01, ¢ uameHeHneM oT
01.12.2020

Ne r.n. HauMeHoBaHue nokasarens

TpeboBaHue HOPMAaTUBHOW AOKYMEHTaUUU Pe3ynertat ananusa

1 OnucaHue

2 WpenTtuchukauyma

3 [pospayHocTs

4  LUseTHocTb

5 pH

8 Conyrcreylowue npumecy

7 WasBnexkaembit 0Gbem

8  MeXaHuueckue BKMKUeHUs

9  CrepunbHOCTb

10 bBakTepuanbHbie 3HAOTOKCUHbI
11 KonwdecreseHHoe onpeaenexune

6eHpgasona ruapoxnopuaa

KonuuecteeHHoe onpeaenexHue
dTaHona

KonuyecTeeHHOE onpeaenexune
rnuuepuna

12 ¥Ynakoska
13 Mapkuposka

Mpo3payxan GecuyBeTHER UMK CO CMErKa KENTOBATLIM UNW CooTeetcTaYyET
3€r1eHOBaThiM OTTEHKOM XUOKOCTh
A. YO-cnekTp nornoweH1s UCnsITyemoro pacreopa, CootsetcrayeT

fPUroTOBNEHHOrO, KaK ONUCaHOo B pasaene "KonuuecTseHHoe

onpegenedve. Benpasona ruapoxnopua”, B obnactut or 220 HM

A0 300 HM AONXKEH MMETb MAaKCUMYMbI MOTMOLWEHUR NPY ANUHAX

BOMNH (24412) HM, (27212) HM, (280£2) HM U MURUMYMbI NpU

(231£2) HM, (258£2) HM, (27712) UM

B. O6pa3osanue cepeGpUCTOro KPacHOBATO-KOPUMHEBOrO Ocaaka CooTaercTayet
npv 83auMoOASRCTBAN NpenapaTa ¢ PacTBOPOM WOAE B KUCNOWR

cpeae

C. Ha xpomarorpamme UCMLITYEMOrO pacTsopa, NoNyYeHHON B CoorsertcrayeT
pasaene "KonuuecteeHHoe onpeaeneHue. 3TaHon, rnuuepuH”,

BPEMEHA YASPXUBAHUA NUKOB 3TAHONA, IMULEPUHE SONKHbI

COBNaAaTh C BPEMEHAMU YAEPKUBAHVS MUKOB 3TaHONA,

TIULEPUHa Ha XpoMaTorpamMme pacTBOpa CPaBHEHUR

Mpenapat gonxeH ObiTe NPO3PaUHbLIM CooTsercrayeT
Oxkpacka npenaparta He A0IKHa NpesbiwaTh 3TanoH BYS unu CooTsetcTayeT
GY6

28-33 31

Cymma npmeceit - He Bonee 1,0 % CooteeTcrayeT
MpenapaT AonxeH COOTBETCTBOBATL TpebosaHusm MOY, 2.9.17  CooTsetcrayer
CootsercreenHo MKK N1C Cootsetcrayer
Mpenapat 4onkeH BbiTh CTEPUNbHLIM CrepuneHbin
MpenenbHas KOHUEHTPALUA FHAOTOKCMHOB - MeHee 83 ME/mn CooTteercrayeTr
9,5 - 10,5 mrimn 10,0 mrimn
73,0 - 89,0 mrimn 78.2 mrimn
97.0 - 119.0 mr/Mn 109.4 mrimn
CootsetcTaenHo MKK N1C CooTseTcTayeT
Cooteetcreerno MKK f1C CooreeTcTByeT

[ara okoHuaHus cpoka rogHocTu: 04.2025

XpaHeHue:

XpPaHWUTb B OPUTUHENBHOM YNakoske npy TeMnepaType He seilwe 25 °C. He 3amMopaxusaTs. XpaHuTs 8

HEeAOCTYNHOM ANs AeTen MecTe

3aknoveHue:

[ata nognucaxus:

24 05, 202X

CootesetcrayeT Tpebosanuam MKK IC k peructpaunonHomy yaocTosepenmio NeUA/4780/01/01, ¢
nsmeHeHunem ot 01.12.2020

NPUBATHE AKLUGHEPHE TORAPIICTE0
“CAPMALIES T UHA O [APH
Hauanshuk OKK: o riee 4 = ﬁl‘?uﬂéﬁlopqyk cB
02003, w. K behea, 13
BIOL AKOCTI




d AAPHUUA

Axpec 02093, r. Kues, yn. Bopucnonncxas,

Ten./®axc: (+38044)568-32-10 Npuemnan ‘l 002 4 4 2 8
(+38044)207-73-41 OTnen XOHTPOJARK XadvecTs

(+38044)207-73-04 YnoJHOMOYEHHOE® JMUO MO KANECTBY
(+38044)207-73-27 YnonnoMOueHHOS® JuUO no ¢apmaxoxansopy

CepTudukat cepum nieKapcTBEHHOro CpeAcTBa

1. HaumeHoBaHue, cuna
AeWcTBUA/aKTUBHOCTb, NNEKapCTBEHHaR
thopma 1 pa3Mep ynakoBku
(MAeHTUYHO TEeKCTY Ha ynakoBke
roToBOW NPOAYKUUK):

2. Homep cepuu rotoBOW NPoAYKUUK:
3. CtpaHna-npoussoauTenb:

4. HaumeHoBaHue cTpaHbl / cTpaH
Ha3HaYeHUA AN cepun:

5. Homep perucTpaurMoHHoro
'yAocTOoBepeHus:

6. NaTa npousBoAcTBa:

7. [lata OKOHYaHUs CPpOKa FOQHOCTH
(mecsauy u roa, nocne koroporo JIC He
NPpUMEHAeTCA):

8. HazBaHus, appeca n Homepa
NUUEeH3UK BCEX Y4aCTKOB
NPOU3BOACTBA U KOHTPONSA KayecTsa:

9. Ceptudukarsl coorsercreus GMP
BCEeX Y4aCTKOB, yKa3aHHbIX B N.8:

10. Pe3ynbTaTbl aHaNU30B:

11. KommeHTapuu:

12. 3anBnexnune o ceprTuchukaymnm:

13. Umsa u bamununa
YnonHoMouYeHHOro nuua, Kotopoe
OCYLIECTBNAET CepTUUKaLMIO cepun:

14. Noanuck YnonHoMoueHHoro nuua,
KOTOpoOe ocywecTenser
cepTucdukauuio cepuu:

15. lata noanucaHus:

ANBASOI-0APHNLIA

1 Mmn pacTBopa coaepxut 6eHpasona ruapoxnopvaa 10 mr,
pacTsop ANAa nHbekuin, 10 mr/mn

no 1 mn B amnyne; No 5 aMnyn B KOHTYPHON AYENKOBOI
ynakoBKe; No 2 KOHTYpHble AYerKOBbLIe YNaKoBKW B Nauke.
MapkupoBka Ha YKpauHCKOM W PYCCKOM A3biKax

AZ20620
YkpavHa
YKpauHa

Pa3mep cepun: 42698 ynak.

UA/4780/01/01 pencreyeT ao 07.07.2021

moHb 2020
06.2024

Npou3BeaeHo, BKNIOYAA YNaKoBKY/MapKUpOBKY N KOHTPONb
kavectsa Ha YAO «DapmaueBTudeckan upma «apHuya» no
appecy: r. Kues, yn. bopucnonsckas, 13;

nuueHsna AB Ne 598086, cauperenscTtso 06 aTtrectauuv
nabopatopuit OKK Ne 128

ceprudukar 035/2019/GMP

npuseAeHbl B cepTudukaTte aHanusa (aononHeHune 1)

XpaHWTL B OPUrMHanNbLHOW ynakoBKke Npy TemnepaType He Bbille
25°C. He 3amopaxuBaTb. XpaHUTb B HEAOCTYNHOM ANA AeTeln
Mecre

OTUM NOATBEPXKAAI0, YTO BCE NPOU3BOACTBEHHbIE CTaauu ANS
3TON cepum roToson NPoAYKUUM Bbinu NponsseaeHbl B NONTHOM
COOTBETCTBUU C TpeBoBaHUAMMK, YCTAaHOBNIEHHBIMA B
AencTeylowem pykosoacTee no GMP, yTeepXXaeHHOM
MuHucTepCcTBOM 3apaBOOXpPaHEHNA YKpauHbl, U ¢
TpebGoBaHNAMM PErMCTPaLiMOHHOrO 4OCbE CTPaHb! Ha3HAUYEHUS.

CEPUA PA3PELUEHA

? PEAJ‘IM3ALIMVI
D '




AononHenne 1 x C 'r?mca'ry cepun

OAPHUUR 0244728

Ceptucpukar ananusa Ne 2

HanmenoBanue npoaykuum: AVBA30N-OAPHWULUA, pacTaop ans uHbekumit, 10 Mr/mn, no 1 Mn 8 amnyne; no 5 amnyn
B KOHTYPHOW AYENKOBOW YNakoBKe; NO 2 KOHTYPHbIE AYENKOBLIE YNAKOBKW B NadKe.
MapkupoBska Ha yKpauHCKOM U PyCCKOM A3bIKaxX

Homep cepun: AZ20620 Pasmep cepun: 42698 ynak.

Homep perucrpaluoHHOro UA/4780/01/01 peircteyeT ao 07.07.2021

YAOCTOBEPEHUR:

AHanu3 BbINOSAHEH NO: MKK NIC k peructpaumoxHomy yaoctosepenuio NeUA/4780/01/01

PesynbTar aHanusa:

Ne n.n. HaumeHosaHnue nokasatens TpeGosawnue Hopua'manoﬁ AOKyMEeHTauuu _ Pesynuvar ananusa
1 Onucaxwne Mpo3paunan BecuseTHas nnu co Cnerka XenToBaTbhiM NN CoorsercreyeT

3€NEeHOBATLIM OTTEHKOM XWAKOCTL

2  Wapentndmkaumsa A. YO-cnexTp nornoLerns NcnbiTyemoro pacteopa B obnacrv or COOTBeTCTByeT

220 #m 0 300 HM AONXEH NMETH MAKCUMYMbI NOTAOWEHNSA NPV

AnVHax BONH (24412) HM, (27212) HM, (28012) HM N MUHUMYMB

npm (23112) HMm, (25812) WM, (277+2) HM

B. O6pasosanue cepebpuctoro kpacHoBaTO-KOpUUHEBOTO Ocaaka CooTeercTayeT
npn B3aUMOAENCTBUN npenapara C pacTBOpOM Moaa B KUCNOW

cpene

C. CoBnanenue BpemeH yaepXusaHus NUKOB 3Tanona, ruuepuna CooTeeTcTayeT
Ha XpomaTorpammax UCNbITYEMOro pacTeopa v pacreopa

CpaBHeHnA .
3 TMpospayHocTb MNpenapat aonxeH 6bITb NPO3payHbLIM CootsetcrayeT
4  UseTHoCTb gx%acxa npenapara He AoNXHa NpeBbIWaTh 3TanoH BY6 nunu Cootsetcrayer
Y!
5 pH 28-33 3.1
6 Conytcrayiowme npumecu Cymma npmeceit - e Gonee 1,0 % Cooreercreyer
7  WssnekaeMoii 06bem MpenapaT AONXeH cooTBeTCTROBATL TpeﬁoaaHunM rey,2.9.17  Coorsercrayer
8  MexaHndeckne BKNIOYEHUS CootsetctBenHo MKK f1C CooTeeTcTayeT
9  CrepunbHOCTb Mpenapat ponxeH GbiTe CTEPUNBHBIM CTrepunbHblii
10 bBaxTepuancHbie IHAOTOKCUHLI NpenenbHas KOHUEHTPaUNA SHAOTOKCWHOB - MeHee 83 ME/mn ‘CooTsetcTayeT
11 KonuuectsexHoe onpepenenune 9.0 - 11.0 mr/mn 10,1 mr/mn
6ennasona rugpoxnopuaa
KonwuecTteenHoe onpeaenenve 73,0 - 89,0 mr/mn 79,1 mr/mn
3TaHona
KonuuecteexHoe onpegenenne 97,0 - 119,0 mr/Mn 107,8 mr/mn
rnnuepuHa
12 Ynakoexa CooreevcTaeHro MKK JiC CooreeTcrayer
13 Mapkuposka CoorveetcTaeHHo MKK N1IC CoorvsevcrByeT

Nara okoHuaHun cpoka rogHocTn  06.2024

XpaHeHue: XpaHUTbL B OPUIVHANbHOW YRaKosKe Npu Temnepatype He Bbiwe 25°C. He 3amMopaxusatb. XpaHuTs B
HeAOCTYNHOM ANA AeTein mecre

3aknoueHue: CootsetcTayeT TpeGosaHuam MKK NC k peructpaum

Hara nognucanus: / é / O 77 /ZO HavanbHuk OKK:

"‘Mnnue
sl,.b‘ wrd, 13




Anpeca 02093, M. Kwis, Byn. Bopwcninbebka, 132
Ten. /Makc: (+38044)568-32-10 MNpuimancHa

d ﬂ n p H u u g (+28C44)2C7-72-41 Bipain KoHTpONK AKOCTI

(+28C044)2C07-72-C4 ¥YnoeHoBameHa ocoba 3 AKkocTi
{(+38C44)207-73-27 YnoeHOBameHa ocoba 3 ¢apmakoHarnagy

Ceprudikar akocri / Ceptudikar aHanisy Ne 170000007988

1. HalilmeHyBaHHA NpoayKLii: OABA3C-AAPHMUA

{Ha3Ba, CUNa AiifakTUBHICTL, NiKapcbKa dopma Ta 1 M po3uuMHy micTutb GeHpazony rigpoxnopuay 10 mr

po3Mip YNakoBKW (iAeHTUYHO A0 TEKCTY Ha PO34MH AnA iH'eKUir, 10 mr/ma; no 1 mMA B amnyni

yNakoBLi roToBCI NpoAyKLii)) N2 10 (5%2) B nayui 3 MapKyBaHHAM YKPaiHCbKOI Ta POCIACbKOK MOBaMK
2. Homep cepii: AZ20622

3. Posmip cepi: 32,437 TYN

4. KpaiHa-BMpOGHWK: YKpaiHa

5. HaiimeHyBaHHA KpaiHM / KpaiH npusHaYeHHA YKpaiHa

AnA cepii:

6. Homep peecTpauifiHoro nocsigyeHHn: NeUA/4780/01/01
7. flata BupoGHMLUTBa: 06.2022

8. flaTa 3aKiHYe€HHA TepMiHY NPUAATHOCTI 06.2026

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

9. Haspa, agpeca Ta HOMepW NileH3iA BCiX BUpOGReHO, BKAIDYAOUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
AiINbHULE BUPOGHULITBA | KOHTPONKD AKOCTI; «PapmauesTiyHa dipma «JapHuuA» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
Ceprndikatn signosinHocti GMP Bcix 13;

AINbHULb: nileHsia AB Ne598086;

CBigoUTBO Npo atecTauile naGopatopii BKA Ne 128;
ceptudikat GMP N¢ 035/2019/GMP

10. AHani3 BUKOHaHWH 3rigHo: MKA /13 po peectpauiiiHore nocsigueHHa NeUA/4780/01/01 Big 16.03.2021
Ne485, 3i amiHamn

Pe3synbTaTi aHaniay:

N2 n.n. HaWMeHyBaHHA NOKazHWKa Byvmorn HopmMaTHBHOI AOKYMeHTau il Pe3ynbTar aHanisy

1 Onuc Mposopa GezbapeHa abo 3i 3nerka oBTyBaTM abo 3eneHyBaTUM Bipnosigae
BiATIHKOM piguHa

2 lnenTndikauia A Benpasony rigpoxnopua YO-CNekTp NOFNWHAHHA BANpoOyBaHora Bignosigae

PO34YMHY, NPUIOTOBNEHOMD, AK QMWCAHO B po3fini "KinbkicHe
BW3HaueHHA. BeHgasony rigpoxnopuy”, B obnacti sig 220 vm go 300
HM MOBWHEH MaTW MaKCUMYMW NOTNIMHAHHA NPW A0BXAHAX XBUIb
(244+2) Hm, (27212) nm, (28012) Hm Ta miHIMymUA Npu (2311£2) Hm,
(258+2) Hm, (277+2) Hm

3 lneHTndikauia B YTBOPEHHA CpIGNACTOr0 YepBOHYBATO-KOPUUHEBOTD OCajly NpK Binnosigac
B3acMOAli Npenapaty 3 PO3YUHOM AofY B KUCNOMY cepefoBuLli
4 lnenTndikauia C EtaHon MniuepuH Ha xpomatorpami BUNpobysaHoro po3uunHy, Binnosigac

oTpUMaHoI B po3aini "KinbkicHe Bu3HaueHHA. Etanon, rmiyepun”,

yacu YTpumyBaHHA NiKiB eTaHONy, riLepUHY NOBUHHI 36iratmuca 3
Yacom YTPUMYBaHHA NIKIiB eTaHOoNy, rMilepuHY Ha XpomaTorpami

PO3UYAHY NOPIBHAHHA

5 Mpo3sopicTb MpenapaTt mac 6yTH NPO3OPUM Binnosipac

6 KonbopoBicTb 3abapeneHHA npenapaTy He NOBMHHO NepesnllyBaTh eTanoH BYE  Bignosigae
abo GY6

7 pH 28-33 3,0

) CynpoBifiHi FOMILIKK Cyma foMiloK — He Binbwe 1,0 % Bipnosigae

9 O6'em, WO BUTATAETHCA MpenapaT NOBUHEH BiANoBiAaT Bumoram A0Y, 2.9.17 Bipnosigae

Crop. 132



MpoacsxkeHHa CepTudikar Axocti / CepTudikar ananizy N2 170000007988

10 MexaHiuHi BKNioYeHHA: BARUMI Bignoeigae sumoram AOY, 2.9.20 Bipnosigae
YACTUHKK

11 MexaHiuHi BKNoueHHA: HeBWAWMI  Bignoeinae sumoram JQOY, 2.9.19, meton 1.B Bipnosigae
YACTUHKK

12 CTepunbHicTb MpenapaTt mac 6yTH CTEPUNBHUM Bignosigac

13 BakTepianbHi eHAOTOKCUHN IpaHUYHa KOHUEHTpaLiA eHAOTOKCHMHIB — MeHwWwe 83 MC/mn Bipnosigae

14 KinbKicHe BU3HaYEHHA Benpasony rigpoxnopuay 9,5 - 10,5 mrimn 10,0 mr/mn

15 KinbKicHe BU3HaYEHHA EtaHony 73,0 - 89,0 mrimn 76,4 mrimn

16 KinbKicHe BU3HaYEHHA MiuepwrHy 97,0 - 118,0 mrimn 106,9 mrimn

17 YnakoeKa BignoeigHo go MKA N3 Bipnosigae

18 MapKyBaHHA BignoeigHo go MKA N3 Bipnosigae

11. KomeHTapi: bes KomenTapis

12. ¥YmoBn 36epiraHHa: B opwrinanbHi ynakosui npu Temnepatypi He Buwe 25°C. He 3amopoxyBaTi. 36epiraty B

HeAOCTYNHOMY ANA AiTER Micui.

13. 3aaBa npo cepTugikadiro: Llum nigareepaxyio, Wo BCi BUpoBHUYI cTagil Ana uiel cepil roTogol npoaykuil 6ynu nposeaeHi
B NOBHIRA BIAMNOBIAHOCTI 3 BUMOraMy, BCTAHOBNEHUMY B YAHHOMY KepiBHUUTEI no GMP,
aateepaxeHomy MiHicTepcTBOM OXOPOHY 3A0pP0OB'A YKpaiHK, | 3 BUMOraMy peecTpauiiHoro
AOChE KpaiHW NPU3HAYeHHA

Cepia nossoneHa Ao peanisadii / BinpaHTaxKeHHA 3 11.07.2022

3aTBEpAXKYHO
MNIb: OxoTHikoea T.M.

Mocapa: YnoBHoBaXeHa ocoba

MianucaHo enekTpoHHUM nianvcom: 11.07.2022

Crop.232
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