Mpopoexennn Ceprudikar axocri / Ceprudikar ananisy N2 170000002193

12 KinbkicHe BM3HaueHHA JlekcameTasoHy Hatpio ¢ocdat 0,95 - 1,05 mr/mn 1,01 mr/mn
13 KinbkicHe BM3Ha4YeHHA bopHa kucnota 13,5 - 16,5 mr/mn 14,8 mr/mn
14 KinbkicHe BM3Ha4YeHHA Bensankoniio xnopug 0,036 - 0,044 mr/mn 0,037 mr/mn
15 YnakoBka BignoeigHo go MKH J13 Bignosigae
16 MapkysaHHA BignoeigHo fo MKA N3 Bianosigae
11. Komenrapi: bes komenTapis

12. YmoBn 36epirannn:

13. 3anBa npo ceptudixkayiio:

B opuriHanbHiil ynakoBLi npu Temnepatypi He suwe 15°C. He 3amopoxysaTtu. 36epiratm B
HefloCTYNHOMY AnA fliTei micyi.

Lium nigreepmxyto, wo Bci BupobHudi cTapii ana Liei cepii rotoBoi npoaykuii 6ynu nposegaeHi
B NOBHil BiANOBIAHOCTI 3 BUMOramMu, BCTAHOB/IEHMMI B YMHHOMY KepieHULTBI no GMP,
3aTBepgeHomy MiHicTepcTBOM OXOpPOHU 300pOB'A YKpalHu, i 3 BUMOraMmu peectpayiifHoro
AOCbLE KpaiHW NpW3HaYeHHA

Cepin po3sonena Ao peanisauyii / sigsantaxennn 3 15.03.2022

MIb: OxoTtHikoBa T.M.

MNocapa: YnosHoBaxeHa ocoba

MignucaHo enekTpoHHum nignucom: 15.03.2022

3arBeppKyio
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d AAPHUUS

Agpeca 02093, m. Kuwie, syn. bopwucninbcbka, 13
Ten./Makc: (+38044)568-32-10 [lpuiiManbHa
(+38044)207-73-41 Bigain KOHTpOMIO AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKocTi
(+38044)207-73-27 YnoeHoBakeHa ocoba 3 dapmaxoHarnagy

Ceptudikar akocri / Ceprudikar ananisy N2 170000002193

1. HaiAmeHnyBaHHA Npoayxuii:
(nassa, cuna piifakTUBHICTL, Nikapcbka gopma Ta
po3mip ynakoBku (iAeHTUYHO 10 TEKCTY Ha

ynakoBLi roTosoi NPoAYKLiT))

2. Homep cepii:

3. Poamip cepii:
4. KpaiHa-smpo6Huk:

5. HalimeHyBaHHA KpaiHM / KpaiH npM3HaYeHHA
AnA cepii:
6. Homep peecrpayiiHoOro nocsiguyeHHn:

7. Rara supobunyrea:

8. flara 3akiHueHHA TepMmiHy npuaaTHOCTI
(micaup i pik, nicna skoro J13 He 3acTocoByeTbCA):

9. HasBa, agpeca Ta HOMep#W niyeHsin BCix
AnbHMUL BUpOoGHMLTBA | KOHTPONIO AKOCTI;

Ceprndixamm BignosigHocri GMP Bcix

ANbHMLL:

10. AHaniz BUKOHaHM#A 3rigHo:

Pe3ynbTaTk aHanisy:

JEKCAMETA30H-IAPHULIA

1 mMn po3umMHY MICTUTE AeKcameTa3oHy HaTpilo ¢ocdaty 1 mr

Kpanni oyHi, po3unH 1 mr/mn no 10 mn y ¢pnakoHi 3 MapKyBaHHAM YKPaiHCbKOIO
MoB0I0; Nno 1 ¢pnakoHy B Naylli 3 MapKysaHHAM YKpPaTHCbKOIO Ta POCiCbKOI0
MOBamMu

XD20222
42,287 TYN
YkpaiHa

Ykpaina

UA/0992/01/01
02.2022
02.2024

BMpOOneHo, BKNIOYalouMn YNaKoBKy/MapKyBaHHA Ta KOHTpOnb AKocTi Ha MpAT
«®apmauiesTuuHa Pipma «JlapHuuax» 3a agpecoio: M Kuis, syn. bopucninbcbKa,
13;

niuensia AB Ne598086;

ceigouTBO npo atecrayito nabopatopiin BKA N2 128;

ceptudikat GMP Ne 035/2019/GMP

MK#A 13 go peectpauiitHoro noceiguetHia NeUA/0992/01/01 sig 22.02.2019 Ne
464, 3i 3miHamu

N2 n.n. HaAmeHyBaHHA NOKa3HMKa BuMOru HOpMaTMBHOI AoKyMeHTauil Pesynorar ananisy
1 Onuc MNpo3zopa 6e3bapsHa piguHa, 6e3 3anaxy Bignosigae
2 IpeHTndikavjia A Ha xpomartorpamax sunpo60oByBaHOro po34YMHY i pO3UMHYy Bignosigae
NopiBHAHHA (2), ofepxaHux B po3aini "KinbkicHe BU3HAUEHHA.
JlexcameTazoHy HaTpilo docdaT”, yacu yTpHMMyBaHHA Nika
JAexcameTtasoHy HaTpilo ¢ocdaTy MaloTb cnisnapaT (aekcameTasoHy
HaTpilo docdar)
3 IpeHTikauia B 3eneHe 3a6apeneHHs nonym'a (6op) Bianosigae
4 InenTnédikauin C Y@-cnekTp noroweHuA UCNbiTyeMoro pacreopa B obnactk ot 210 Bignosigae
Hm 10 310 HM fO/MKEH MMETH MaKCMMYM NpPU ANvHe BoNHbI (24214)
HM
5 Mpo3opicte Mpenapar mae 6yTv nposopum Binnosigae
6 Koneoposictb Mpenapar mae 6yTu 6e3bapsHUM ———Rignosigae
7 pH 6,0-7,0 /e
8 CynposigHi Aomiluku Cyma fomilok - He 6inbwe 2,0 % 0,1 % 2
9 Ob6'em smicTy $pnakoHa 06'em BMicTy KOXHOTO dnakoHa mae GyTn He Meuméi_l:duiqanéﬁord | Biaroginae
10 MexaHiuHi BKNIOYEHHA BignoeigHo ao MKA N3 N T~ Bin's:qggijiae
11 CrepunbHicTb Mpenapat mae 6yTu crepunbHUM - Cfepunhuuﬁ
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{+38044)207-73-04 ¥nosHoBaMeHa ocofia 3 AKocTi
{(+38044)207-73-27 ¥YnoBhoBameHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n p H u ug (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprndikar ananisy Ne 170000021534

1. HaiimeHyBaHHA npogyxuyii: OEKCAMETA3OH-AAPHUUA

(HazBa, cuna fAii/akTMBHICTD, Nikapcbka ¢opma Ta 1 MA pO3UKMHY MICTUTEL AeKcaMeTa3oHy HaTpilo pocdaty 1 Mr

pO3Mip YNakoBKK {iGEHTUYHO A0 TEKCTY Ha Kpanni ouHi, po3unH 1 mr/mn no 10 mn y ¢pnakoHi 3 MapKyBaHHAM YKPaiHCbKOIO

YNaKoBLi roToBoi NPoAyKLUii)) MOBOIO; MO 1 ¢pnakoHy B Navli 3 MapKyBaHHAM YKPaiHCbKOIO Ta POCICHKOI0
MCBamMK

2. Homep cepii: XD50523

3. Poamip cepii: 30,247 VN

4. KpaiHa-BMpoGHUK: ¥YkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ans cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/0992/01/01
7. Bata supoGHulyTBa: 05.2023

8. Bara sakiHvueHHA TepMiHy NPMAATHOCTI 05.2025

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKAOYAIOUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
BinbHMLL BUPOoGHULTBA | KOHTPONIO AKOCTI; «(QapmaueBTUuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
Cepmadixatu BignoeigHocti GMP Bcix 13;

BinNbHAYDL: niyeHszin AB N°598086;

CBigouTBO Npo atectauiio nabopatopiin BKA No 128;
cepTngikat GMP Ne 050/2022/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauiinHoro noceigueHHa NeUA/0992/01/01 Bip 22.02.2019 No
464, 3i smiHamn

PeayneTaTi aHanisy:

N° n.n. HalmeHYBAaHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTauii PeaynbTaT aHaniay
1 Onuc Mpozopa GesbapeHa piguHa, Ges sanaxy Bignoeigae

2 laeHTUDiKaLin A Ha xpomaTorpamax BunpoﬁoByBaHoro posunHy i pO3UnHY Bignosigae

weTa H%flan aTy MaIoTb CNiBNafaTh (AeKcameTasoHy

1o, pOCPaTY 11 718
3 laeHTudikalia B eH 3a6apanen 'W")(%'l 1\ (Bop) Bipnosinae
4 laeHTUdiKalis C cneﬁ: hoL &ueHH{L@m eMoro pacTeopa B obnactu o1 210 Bignosipae
@\ 310 Hm ,qonmewyﬁéT MaKCUMYM NPU ANuHe BONHb (24214)
5 MposopicTb b Bianosipae
B KoneopoeicTb wilsrk Mpenapar mae 6ym BezbapeHUM Bignosinae
¥ ° oH 7
7 pH e 6,0-7,0 6,5
< OxoTHikoBa -
8 CyRDOBIOHI TPMtE = Cyma AOMIWOK - He Ginblue 2,0 % 0,5%
= MwkonaiBHa =
9 Ob-em BMETYRIMENGIIH - O6'em BMICTY KOXHOrO pnakoHa mae GyTH He MeHLWe HOMIHanbHoOro  Bignoeinae
- 00481212 ~
10 Mexaﬁ’l.‘l;Hi BKIOYEHHA &2 BignosigHo oo MKA N3 Bianoeipgae
” c

"cﬂuo ¥ a“'a
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11 CTepWibHICTB Mpenapar mae ByTH CTepUABHUM CTepunbHWiA

12 KinbKicHe BU3Ha4YeHHA DekcametasoHy Hatpilo gocdart 0,95 - 1,05 mr/imn 1,00 mr/mn

13 KinbKkicHe BM3HayeHHA BopHa kncnota 13,5 - 16,5 mrimn 15,3 mrfmn

14 KinbKkicHe BM3HayeHHA BeHsankoHiw xaopug 0,036 - 0,044 mr/mn 0,036 mrimn

15 ¥naKkoeka BignoeigHo oo MKA N3 Bignoeigae

16 MapKyBaHHA BignoeigHo oo MKA N3 Bignoeigae

11. KomeHTapi: bes KkomeHTapis

12. YmoBu 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi He Buwwe 15°C. He 3amopoxyeath. 36epirat B
HEQOCTYMHOMY ANA AiTeld Micui.

13. 3anBa npo ceprndikanio: Llum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOEHIiiA BigNOBIAHOCTI 3 BUMOraMM1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanizauii / BigBanTaxeHHn 3 21.06.2023

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 21.06.2023  16:39

. nad
TOKYMEHTI

JoxymeHT nignucaHo y cepeici BuacHo (novarok)
00481212_20230621_Certificate_170000021534.pdf

Crop. 232



JokymeHT nignucano y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20230621_Certificate_170000021534.pdf

HokymeHT BignpasneHo: 16:48 21.06.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

16:48 21.06.2023

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA JAPHWULA
npoeBigHWiA iIHCNeKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipku KET/ELM: 16:48 21.06.2023

CraTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C000077500000

Tun nignucy: keanigikosaHwin




Mpoposxenna Ceprudikar akocri / Ceprndikar ananisy N2 170000011661

11 CrepunbHictb Mpenapat mae 6yTn cTepunbHUM CrepunibHun

12 KinbKicHe BU3HaueHHA JekcameTaszoHy Hatpiio docdar 0,95 - 1,05 mr/imn 1,01 mr/mn

13 KinbKicHe BU3HaueHHA BopHa kncnora 13,5 - 16,5 mr/mn 15,0 mr/mn

14 KinbKicHe BU3HaueHHs Benzankoniio xnopug 0,036 - 0,044 mr/mn 0,044 mr/mn

15 Ynakogka BignosigHo no MK# 13 Bignosigae

16 MapkyBaHHs BianosigHo no MKA 13 Bignosigae

11. Komenrapi: bes KomeHTapis

12. Ymoeu 36epiranHs: B opuriHanbHin ynakosui npu temnepatypi He Bule 15°C. He 3amopoxyBaTiu. 36epiratv B

HeJoCTYnHOMY ANa Aiten micui.

13. 3asBa npo ceprudikauio: Linm nigreepmxyio, wio BCi BUpobGHWYi cragii ona uiel cepii roroBoi npoaykuii 6ynu nposepeti
B MOBHI BiANOBIZHOCTI 3 BUMOramu, BCTAaHOBNEHNMM B UMHHOMY KepisHuuTtai no GMP,
3aTBepAKeHOMY MiHICTEpCTBOM OXOPOHU 300Pp0oB’st YKpaiHu, i 3 BUMOTamu peecTpauinHoro

[OCbE KpaiHy NpU3HaYeHHsA

Cepia no3BoneHa Ao peanizauii / BigBaHTaxKeHHsa 3 17.10.2022

3arBepaxyo
Mib: OxoTHikosa T.M.

Mocapa: YnoeHoBa)KeHa ocoba

NignucaHo enekTpoHHum nignucom: 17.10.2022  12:42
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(+38044)207-73-41 Bigain KOHTPOMO SAKOCTI
(+38044)207-73-04 YnosHosaxeHa ocoba 3 AKocTi

Agpeca 02093, m. Kuis, Byn. bopucninscbka, 13
Ten./®akc: (+38044)568-32-10 MpuiimanbHa ll]l llll!l u |IH|||I|

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

Ceptudikar akocri / Ceprudikar aHanisy N2 170000011661

1. HalimeHyBaHHA npoAyKLil:

(Ha3Ba, cyna AiifakTUBHICTL, Nikapcbka dopma Ta
PO3MIp yNakoBkY (iAEHTUYHO A0 TEKCTY Ha

YNAKoBLi roTOBOI NpoayKLii))
2. Homep cepit:
3. Pozmip cepii:

4. KpaiHa-Bupo6HuK:

5. HaiimeHyBaHH# KpaiHu / Kpaid npusHauYeHHs

ans cepil:

6. Homep peecTpallifiHOro NOCBiAYeHHA:

7. DaTa BupoGHmMTBa:

8. [aTa 3aKiHueHHA TepMiHy NPUAATHOCTI
(micaup i pik, nicna aKkoro J13 He 3aCTOCOBYETHCA):

9. HazBa, agpeca Ta HOMepu nileHsin Bcix
AiNbHVLD BUPOGHNLITBA | KOHTPOMIO AKOCTI;

Ceprudikaru signosigHocri GMP Bcix
AiNbHUUb:

10. AHani3 BUKOHaHWI 3rigHo:

PesynbTaTu aHanisy:

BEKCAMETA3OH-OAPHULA

1 Mn po3uKHYy MICTUTDL BeKcaMeTa3oHy HaTpilo pocdaty 1 mr

Kpami ouHi, po3umtd 1 mr/mn no 10 ma y ¢nakoHi 3 MapKyBaHHAM YKPAiHCbKOIO
MOBOIO; 1Mo 1 dnakoHy B nauLi 3 MapKyBaHHAM YKPaTHCbKOIO Ta POCificbKoo
MOBaMK

XD60922
41,965 Ty1
YKkpaina

YKkpaina
UA/0992/01/01

09.2022
09.2024

BUPOGJIEHO, BKAIOYAIOUM YNAKOBKY/MapKyBaHHs Ta KOHTPONb AKocTi Ha MpAT
«OQapmauesTtuura dipma «dapHuua» 3a agpecor: m Kuis, Byn. bopucninscbka,
13;

niueHsia AB Ne598086;

CBIOLTBO NPO aTecTali nadopatopint BKA N2 128;

ceptudikat GMP Ne 035/2019/GMP

MKS 13 go peectpauinttoro nocsiguenns NQUA/0992/01/01 sig 22.02.2019 Ne
464, 3i 3miHamu

Ne n.n. HalmeHyBaHHA NOKa3HUKa Bumorun HopmaTuBHOT goKymeHTauii Pesynbrar ananisy
1 Onwnc MNpo3opa 6esbapsHa pigmHa, 6e3 3anaxy Binnosinae
2 lnenTudikauis A Ha xpomatorpamax sunpoboByBaHOIro PO3UnHY i pO3UNHY Binnosinae
nopisHaAHHaA (a), opepxaHux B po3gini "KinbkicHe Bru3HaueHHA.
HekcameTasoHy Hatpito dochat”, yacu yTpumysaHHs nika
feKcameTazoHy Hatpito docdaty maloTb CniBnajgaTh {BekcamerasoHy
HaTpito pocdar)
3 lpenTndikauis B 3enexe 3abaperieHHs nonym's (6op) Bignosinae
4 lnexTudikanin C Y®-cnektp nornouleHns UCIbITYemMoro pacreopa B obnactu ot 210 Bignosigae
HM fo 310 HM JomKkeH VMeTb MakCUMyM Npw AnviHe BonHbi (24214 )
HM
5 Mpo3opicTb Mpenapat mae 6yt nposopum Binnosinae
6 KonboposicTb Mpenapat mae 6yTn 6e3b6apBHIM Binnosipae
7 pH 6,0-70 6,5
8 CynposigHi fgomilxku Cyma fomilloK - He Ginbiue 2,0 % 0,4 %
9 O6'em Bmicty dnaxkoHa O6'em BmicTy KOXHOro ¢riakoHa mae 6yTy He meHuWwe HomiHanbHoro  Bipgnosigae
10 MexaHiuHi BKnioueHHs BianosigHo no MKA J13 Bignosinae
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