¥ aapHUuS

2

(+38044)207-73-41 Bignin koHTponio Akocti
{+38044)207-73-04 YnosHomaxeHa ocoba 3 sKocTi

Afpeca 02093, m. Kwis, evyn. bBopucninbcoka, 13
Ten./Makc: (+38044)566-68-78 MNpuiAmansHa ",,ll ”"“”"
(+38044}207-73-27 ¥noBHOBaKeHa ocoba 3 dapmakoHarnagy

Ceprudikar akocri / Ceprudikar aHanisy N2 170000018284

1. HaifimeHyeanHun npogykuii:

ATPOMNIH - BAPHALIA®

(nazBa, cuna Aii/akTUBHICTL, nikapcoKa dopmata 1 mn PO3UMHY MICTUTL aTponiny cynbaty 1 mr

PO3MIp yNakoskM (iGeHTUYHO 40 TeKCTy Ha
YnakoBuUi roTosct npogyxuii)

2, Homep cepii:
3. Pozmip cepii:
4, KpaiHa-supo6uuk:

5. HaltmeHysanua Kpaiun / KpaiH npyusH
ANA cepii:

DO3YWH Ana in'ekuii, 1 mrfmn, no 1 mn & amnyni
N2 10 (5x2) 8 nauui 3 mapkyBaHHam YKPaTHCBKO Ta pOCilicbKo MoBaMK

AD10323
11,413 TYN
YKpaiHa

aueHHA YkpaiHa

6. Homep peecrpaniixero nocBigueHHA: UA/3928/01/01

7. Rara BMpo6HMLTEa: 03.2023

8. Dara zakiHueHHs TePMiHy npugaTHoCTi 03.2026

(micaub i pik, nicns sxoro M3 He 3aCTOCOBYEThCA).

9. Hazea, agpeca Ta HoMepM niyeHsil Bcix BMPOGAEHO, BKAIOYaKYM YNakoexy/MapKyBaHHA Ta KOHTpOAb AKocTi Ha MpAT
AiNBHULL BUPOGHULTEA i KOHTPORMIO AKOCTI; «DapmanestnuHa dipma «flaphnus» 3a agpecoi; m KwiB, Byn. Bopucninbceka,
Ceptudikatv signosigHocri GMP scix 13;

OinbHULb!

10. Ananiz BUKOHAHUR 3rigHo:

PesynbraTtu amanisy:

fiteHsin AB Ne59808E;
CBIAOLTRO Npo arecTallito naboparopii BKA N2 128;
ceptudikat GMP Ne 050/2022/GMP

MKA N3 o peecrpauiiidoro noceigueHHa NeUA/3928/01/01 Bif 26.06.2020 Ne¢
1468 3i amiHamn

Nem.n.  Haiimesyeanusa nokaznuka Bumorn HopmatueHoi AoKymeHTaniv Pesynvrtat aHanizy
1 Onue Mposopa GesbapeHa pignha Bignosinae
2 lnenTudikayia A Ha xpomaTtorpamax BUNPOBYBAaHOro PO3UNHY Ta PO34MHY NopiBHAHHABIgNoBinac
(a), oTpumanx y posgini "KinbkicHe BM3HaYeHHA", yacn
YTPUMYBaHHA niky aTponiny cynbdaty nosuHHl 36iraTrcs
3 laeHtndixkauia B Y®-cnextp BunpobysaHoro po3vuhy B o6nacti sig 230 M go 400 HMBianosigae
MOBUHEH MATW MaKCUMYMU Ta MIHIMYMI NOFAMHAHHA NPM THX XKe
FOBMUMHAX XBWIIb, WO CNEKTP PO3UUHY NOPIBHAHMS
4 Mpoaopictb Hpenapar mae 6yt npozopum Bianosigae
5 Koenbopogicth Mpenapar nosuHeH 6yTi GesBaprHUM Bianosigae
6 pH 30-45 3.3
7 Cynposighi gomiwki Cyma aomittok - He Ginpe 2,0%
8 O6'eM, 1o BUTAraETHCA MNpenapar mae signosiga™ Bumoram Aay, 2917
9 MexaHiuni sknoueHHs: BUAWMI Bignosiaro no sumor AQY, 2.9.20
HACTUHKY
10 Mexaniuni sknoyenus: HesraumMi Binrokinro go sumor QdY, 2.9.19 meton 1.B
YACTUHKK
" CTepunbHicTL Npenapat mae 6yTu cTepunbHUmM

Tran wosss Lp 06 1023 (A—




Mpopoexenta Ceprudiar akoctl / Ceprndikar ananizy N¢ 170000018284 m IIImlml”""”l”"llmm”"" |I m

12 bakrepianbHi ergoToKCHK IPaHUuHa KOHLeHTPaLis eHAOTOKCUHIB — MeHwWwe 55 MO/Mn Bignoeinae
13 KinbkicHe BU3zHaYeHHA aTponiHy 0,95 - 1,05 mr/mn 1,01 mr/mn
cynbodarty
14 Ynakogka BignogigHo go MKA N3 Bignosinae
15 MapkysaHHA BignoeigHo go MKA 113 Bianogigae
11. KomenTtapi: Bes komenTapie
12. Ymoeu a6Gepiranns: B opuriHanbHin ynaxkosui g 3axuweHoMy sig €Bitna mMicyi Npyu Temnepatypi He Buwe 25°C. He

) : 3aMOpOXysaTi. 36epirat B HeAOCTYNHOMY ANA AiTei Micyi,

13. 3anBa npo ceprudikayio: Lmm MATBEPAXKYIO, WO Bci BMpoSHU cTagi AnAa uiel cepli roToeol NnpoayKyii Gynu nposefeHi
B MOBHIA BIANOBIAHOCTI 3 BUMOramMu, B8CTaHOBNEHUMM B YnHHOMY KepisHuuTei no GMP,
3aTeep/pkeHomy MiHictepcTeom oxopoln 300poR’s YKpaiHu, i 3 BUMoramu peectpaliftHoro
BOCBE KpaiHW NpU3HaYeHHA

Cepin pozeonena po peanizayii / sigeanramenna 3 28.03.2023

3aTBepaityio
Mib: OxoTHikoa T.M.

Nocaga: YnosHosaxeHa ocoba

Ninnucaro enekTporHum nignucom: 28.03.2023 10:51
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¢ 2apHUUA

Appeca C2C%3, wm. KuiB, syn. Bopucninbcbka, 13
Ten. /Makc: {+38044)5658-32-10 [puiAmanbHa
(+38044)227-73-41 Bigain koHTpone AkocTi
(+38044)207-73-04 YnoeHosaweHa ocoba 3 AKOCTI

(+38044)207-73-27 YnoBHosaXeHa ocoba 3 papmakoHarnafy

Ceptudikar akocri / Ceptudikar ananisy Ne 170000004142

1. HalilmeHyBaHHA npoayKLUii:

ATPOIMIH - AAPHWUA®

{Ha3Ba, CUNa AiifakKTUBHICTL, fiKapcbKa dopma Ta 1 M PO3YMHY MICTUTb aTponiHy cynbgaTy 1 mr

pO3Mip YNakoBKY (iAeHTUYHO 10 TEKCTY Ha

YNakoBLi roToBCT NPOoAYKLIi))
2. Homep cepii:
3. Posmip cepi:

4. KpaiHa-BUpOGHWK:

PO34KMH ANA iH'EKUIR, 1 Mr/mn, no 1 Ma B aMnyni
N2 10 (5%2) B nayli 3 MapKYBaHHAM YKPaiHCbKOI Ta POCIACbKOK MOBaMK

AD90422
23,204 TYN

YKpaiHa

5. HaiimeHyBaHHA KpaiHM / KpaiH npusHaYeHHA YKpaiHa

AnA cepii:

6. Homep peecTpauifiHoro noceigyeHHA: UA/3928/01/01

7. flata BupoGHMLUTBA: 04.2022

8. flaTa 3aKiHYe€HHA TepMiHY NPUAATHOCTI 04.2025

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

9. Hasea, agpeca Ta HOMepW RileH3iA BCiX BUpoGReHO, BKAIDYAUM YNaKoBKY/MaPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
AiINbHULE BUPOGHULITBA | KOHTPONIO AKOCTI; «PapmauesTryHa dipma «JapHuUA» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
Ceprndikatn signosinHocri GMP Bcix 13;

AINbHULb:

10. AHani3 BUKOHaHWH 3rigHo:

PesynbTaTi aHaniay:

niyeHzia AB Ne598086;
CBigoUTBO Npo atecTauile naGopatopii BKA Ne 128;
ceptudikat GMP N¢ 035/2019/GMP

MKA N3 gig 01.02.2021 po peecTpauiHoro noceigueHHa NeUA/3928/01/01

N2 n.n. HailiMeHyBaHHA NOKazHUKa Bumorn HopmMaTHBHOI JOKYMeHTaL il Pe3ynbTart aHanisy
1 Onuc Mposopa GezbapBHa piguHa Bignosigac
2 InenTndikauia A Ha xpomaTorpamax BUNpoSyBaHOTO PO3YMHY Ta PO34WHy NopisHAHHABIgNOBIdaE
(a), oTpumanux y posgini "KinbkicHe BM3HaueHHa", yacn
YTPUMYBaHHSA MiKy aTponiny cynbgaTy NnoBUHHI 36iratinea
3 IlneHTndikauia B YO-cnektp BunpobysaHoro posduHy B obnacti Big 230 Hv ao 400 HmBignosigae
NOBWUHEH MaTU MaKCUMYMU T2 MIHIMYMI NOTAVHAHHS NPY TUX e
ROBKUHAX XBUNb, JUCCIRKTH POSTLY NopiBHAHHA
4 NpozopicTb MpenapaT Mac n ﬁ‘ﬁﬁnﬂ‘ﬂf--i’o, Bignosigae
, i \‘4}
5 KonboposicTb Mpenapat pBaAer Gyt Bed6dpeti M\ \ Binnosigae
" llu-
" M -4
6 oH 30-45 Eaﬂ }:) 34
tny {3
. ) 3 Ay
7 CynpoBsifiHi fomilIKK Cyma fomill /% /) 0,0 %
8 O6'em, O BUTAracTbCA MpenapaT Mac BIRTOIAETH BYA _ v floy, 2.9.17 Bipnosigac
9 MexaHiuHi BKNIOYeHHA: BARUMI BignoeigHo go Bumor JaY, 2.9.20 Bipnosigae
YaCTMHKK
10 MexaHiuHi BKNIOYeHHA: HeBWAWMI  BignorigHo go eumor OV, 2.9.19 meton 1.8 Bipnosigae
YaCTMHKK
11 CTepunbHicTb MpenapaT mMac 6yTH CTEPUIBHUM Bignosigac
12 BakTepianbHi eHAOTOKCUHN IpaHU4YHa KOHUEHTpAUA eHAOTOKCHMHIB — MeHwWwe 55 MO/mn Bipnosigae
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MpoposkeHHA CepTudikart Akocti / CepTudikar aHanisy Ne 170000004142

13 KinbKicHe BU3HaYEHHA Atponiny cynoaty 0,95 - 1,05 mrimn 1,00 mrimn

14 YnakoeKa BignoeigHo go MKA N3 Bipnosigae

15 MapKyBaHHA BignoeigHo go MKA N3 Bipnosigae

11. KomeHTapi: bes KomenTapis

12. ¥YmoBn 36epiraHHa: B opwrianbHi# ynakoBsui B 3axuLeHOMY Bia CBiTNa Micli npy TemnepaTypi He Buwe 25°C. He

3aMopoxyBaTi. 36epirati B HegOCTYNHOMY ANA AiTeld Micui.
13. 3aaBa npo cepTugikadiro: Lum nigareepaxyio, Wo BCi BUpoBHUYI cTagil Ans Liel cepil roTogol npoaykuil 6ynu nposeaeHi
B NOBHINA BIAMNOBIAHOCTI 3 BUMOraMy, BCTAHOBNEHWUMY B YAHHOMY KepiBHUUTEI no GMP,

3aTeepaxeHomy MiHicTepcTBOM OXOPOHM 3A0POB'A YKpaiHK, | 3 BUMOraMy peecTpauiiHoro
AOCBE KpaiHW NPU3HAYeHHA

Cepia gossoneHa Ao peanisalii / BinpaHTaxKeHHA 3 29.04.2022

3aTBepAXKYIO
MIB: HazapeHko M.

Mocapa: YnoBHoBaXxeHa ocoba

MianucaHo enekTpoHHUM nignvcom: 29.04.2022

TOKYMEHTI

TSI N
nad 5.
B\
\e
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¢ 2apHUUA

Ceptudikar akocr

1. HalilmeHyBaHHA npoayKLUii:

{Ha3Ba, cUNa AiifakTUBHICTb, Nikapcbka dopma Ta
pO3Mip YNakoBKY (iAeHTUYHO 10 TEKCTY Ha
YNakoBLi roToBCT NPOoAYKLIi))

2. Homep cepii:
3. Posmip cepi:

4. KpaiHa-BUpOGHWK:

5. HaiimeHyBaHHA KpaiHM / KpaiH npu3HaYeHHA

AnA cepii:
6. Homep peecTpauifiHoro noceigyeHHA:

7. flata BupoGHMLUTBA:

8. flaTa 3aKiHYe€HHA TepMiHy NPUAATHOCTI

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

Ten. /Makc: {+38044)5658-32-10 [puiAmanbHa
(+38044)207-73-41 Bigain KoHTpon AKoCTi
(+38044)207-73-04 YnoeHoeakeHa ocoba 3 AKoCT
(+38044)207-73-27 ¥YnoeHosaweHa ocoba 3 GapmaKoHarnady

i / Ceptndikar ananizy Ne 170000005805

ATPONIH - AAPHUUA®

1 M PO3YKMHY MICTUTb aTponiHy cynbgaTy 1 mr

PO34KMH ANA iH'EKUIR, 1 Mr/mn, no 1 Ma B aMnyni

N2 10 (5%2) B nayli 3 MapKYBaHHAM YKPaiHCbKOI Ta POCIACbKOK MOBaMK

AD110522
34,661 YN
YKpaiHa
YKpaiHa

UA/3928/01/01

05.2022
05.2025

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

9. Haspa, agpeca Ta HOMepHW RileH3iA BCiX
AiINbHULE BUPOGHWULITBA | KOHTPOAIO AKOCTI;
Ceprndikatn signosinHocri GMP Bcix
AINbHULb:

10. AHani3 BUKOHaHWH 3rigHo:

PesynbraTi aHaniay:

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

niyeHzia AB Ne598086;

CBigoUTBO Npo atecTauile naGopatopii BKA N¢ 128;

ceptudikat GMP N¢ 035/2019/GMP

MKA N3 gig 01.02.2021 po peecTpauiHoro noceigueHHa NeUA/3928/01/01

N2 n.n. HailiMeHyBaHHA NOKazHUKa Bumorn HopmMaTHBHOI JOKYMeHTaL il Pe3ynbTart aHanisy
1 Onuc Mposopa GezbapBHa piguHa ——= Bignosigae
%\(‘HO]O B, \
o ~12
2 InenTndikauia A Ha xpomatorpamax BUNpoSysaHoro p Ta p?wﬁy nb@\ HABinnosigae
(a), oTpumanux y posaini "KinbkicHe \, YAEKITIB
YTPUMYBaHHS MiKy aTponiny cynbda Hi 36 |ra1'|nc,q =
3 InenTndikauia B YO-cnekTp BUNpobyBaHoro posJuH 6 Bipnosigae
NOBMHEH MAaTU MAKCUMYMU Ta MiHIM n m T X,
NOBMKUHAX XBUb, WO CNEKTP PO3UK
4 MposopicTb MpenapaTt mac 6yTH NPO3OPHUM \-\"' Binnosipac
S
5 KonbopoBicTb MpenapaT nosuHeH 6yTh 6e3bapBHM 2= Binnosipac
6 pH 30-45 3,9
7 CynpoBsifiHi fOMILIKK Cyma AOMILIOK - He Binbwe 2,0 % 0,0%
) O6'em, WO BUTArAETHCA Mpenapat mMac Bignosigaty Bumoram JOY, 2.9.17 Bipnosigae
9 MexaHiuHi BKNIOYeHHA: BARUMI BignoeigHo go Bumor JaY, 2.9.20 Bipnosigae
YaCTMHKK
10 MexaHiuHi BKNIOUeHHA: HeBWAWMI  BignorigHo go eumor OV, 2.9.19 meton 1.B Bipnosigae
YaCTMHKK
11 CTepunbHicTb MpenapaTt mMac 6yTH CTEPUIBHUM Binnosipac
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12 BakTepianbHi eHAOTOKCUHN
13 KinbKicHe BU3HauYeHHA

14 YnakoBKa

15 MapKyBaHHA

MpoposkeHHA CepTudikart Akocti / CepTudikar aHanisy Ne 170000005805

IpPaHUYHa KOHUEHTpALiA eHAOTOKCHMHIB — MeHwWwe 55 MC/mn Binnosigae
Atponiny cynoaty 0,95 - 1,05 mrimn 1,01 wmr/mn
BignoeigHo oo MKA N3 Binnosigae
BignoeigHo oo MKA N3 Binnosigae

11. KomeHTapi:

12. ¥YmoBn 36epiraHHa:

13. 3aaBa npo cepTugikauiro:

Cepia gossoneHa fo peanisauii

bes KomeHTapie

B opwrianbHi# ynakoBsui B 3axuLeHOMY Bia CBiTNa Micli npy TemnepaTypi He Buwe 25°C. He
3aMopoxyBaTi. 36epirati B HegOCTYNHOMY ANA AiTeld Micui.

Lium nigreepasyio, Wwe Bci BupoBHWYi cTagil anA uiel cepii rotooi npoaykuii 6ynu nposeaeHi
B NOBHINA BIAMNOBIAHOCTI 3 BUMOraMy, BCTAHOBNEHWUMY B YAHHOMY KepiBHUUTEI no GMP,
3aTeepaxeHomy MiHicTepcTBOM OXOPOHM 3A0POB'A YKpaiHK, | 3 BUMOraMy peecTpauiiHoro
AOCBE KpaiHW NPU3HAYeHHA

! BigBaHTaxKeHHA 3 27.05.2022

MNIb: OxoTHikoea T.M.

Mocapa: YnoBHoBaXxeHa ocoba

MianucaHo enekTpoHHUM nianvcom: 27.05.2022

3aTBepAXKYIO

: e
TOKYMEHTIB

Crop.232



d AAPHUUS

Afpeca 02093,
Ten . /®akc:
(+38044)207-73-41 Bippin koHTponic AkocTi
{(+38044)207-73-04 ¥noBHoBaeHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoshoBaeHa ocofia 3 dapmakoHarnagy

M. Kwie, eyn. Bopucninbcbka, 13
{+38044)566-68-78 [lpuimanbHa

(Y

Ceptudikar akocri / Ceprudikar ananisy Ne 170000002915

1. HaiimeHyBaHHA npogyxuyii:

(HazBa, cuna pii/akTMBHICTD, Nikapcbka popma Ta
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBol NPoAYKLUIi))

2. Homep cepii:
3. Poamip cepii:
4. KpaiHa-BMpoGHUK:

5. HaiimenyBaHHA KpaiHW / KpaiH npU3HaveHHA
ans cepii:
6. Homep peecrpauifiHoro nocpigveHHn:

7. Bata supoGHulyTBa:
8. Aara sakiHueHHA TepMiHy NPMAATHOCTI
{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW NiLeH3iA BCiX
AinbHMLL BUPOoGHULTEA | KOHTPONIO AKOCTI;
Cepmudixatu BignoeigHocti GMP Bcix
BinbHALYDL:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbTaTh aHanisy:

ATPOMIH - JAPHALIA®

1 MA po3UMHY MICTUTB aTponiHy cynbgaty 1 mMr

PO3UMH ANA iH’eKUii, 1 mr/mn, no 1 mn B amnyni N2 10 (5x2) B navui 3
MapKYBaHHAM YKpPaiHCbKO

AD10324
11,217 ™Y
¥kpaiHa

¥YkpaiHa
UA/3928/01/01

03.2024
03.2027

BMpobNeHo, BKAIOYAOUM YNaKOBKY/MapKyBaHHA Ta KOHTponb AKOCTi Ha [pAT
«(QapmauesTuHa Ppipma «flapHuua» 3a agpecow: m Kuie, Byn. bopucninbcbka,
13; niuenzin AB N°598086; ceigouTteo npo atectauin naGopatopiin BKA N2 128;
ceptudikat GMP N2 071/2023/GMP

MKA N3 go peectpauiiiHoro noceigueHHa NeUA/3828/01/01 eip 26.06.2020 N2
1466 3i 3mMiHamK

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 onuc Mpozopa GezbapeHa piguHa Binnosinae
2 laeHTUdiKalis A Ha xpomaTorpamax BunpoSyBaHoro posunHy Binnosinae
nopieHAHHA (a), oTpumannx y posgini "Kingkie
YTPUMYBaHHA MiKy aTponiHy cynbdarty f
3 laeHTUdikalis B Yi-cnekTp BUNpobyBaHoOro po3ynHy Eﬁ}gZﬁQ HMIAE \ Bignoeigae
HM NOBUHEH MATHU MAKCUMYMK Ta MiH W AOrAMHaKHs 1 wx‘p}?\
JOBHUHAX XBWAb, WO CNEKTP PO34UH} pml%a Ll‘ z
4 MposopicTb Mpenapart mae 6yTW NpO30pUM /= |/ Binnosinae
5 KoneopoBicTb Mpenapar nosvHeH Sy Ge3bapBHUM \ Bianosipae
6 pH 30-45 3.3
7 CynposigHi gomiwkn Cyma AOMIWOK - He Ginbwe 2,0 % 0,1%
B Ob'em, WO BUTArAETLCA Mpenapar mae signosigat Bumoram Ady, 2.9.17 Bignoeigae
9 MexaHiuHi Qmﬂmmbsnnmw BignosigHo oo sumor AdY, 2.9.20 Bignoeigae
qacmHm 4,}
10 MexaHl'-lHl axmo'-leHHﬂ HeBUhMMI BignosigHo oo sumor AdY, 2.9.19 metog 1.B Bignoeigae
qachHKH T EIRORA™"
1 CTepuncH €TsiHa e Mpenapar mae 6yTH CTEPHUALHUM Bignoeipae
EP ﬁuKonalsHa = PEMRR g P Anand
12 EaMﬁplaJ%%gEE 261%'“ ,:T lpaHW4YHa KOHLEeHTPaLiAa eHROTOKCUHIB — MeHwe 55 MO/mn Bignoeigae
b
13 Klanlcﬂa,BusuaueHHn amoany 0,95 - 1,05 mr/mn 1,01 mrfmn

cynodary "‘au oy gw?
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14 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae

15 MapKyBaHHA BignoeigHo oo MKA N3 Bignoeinas

11. KomeHTapi: bes komeHTapis

12. YmoBn 36epirannn: B opuriHanbHii ynakoBLi B 3aXWILeHOMY Bif CBiTNa micui npu Temneparypi He uwe 25°C. He

3amopoXyBaTu. 36epiratv B HEAOCTYNHOMY ANA QiTER Micui.

13. 3anBa npo ceprndikauio: Llum nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii roToeoi npofaykuii 6ynn npoeefeHi
B NOBHiil 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 02.04.2024

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

Mocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enektpoHHUM nignucom: 02.04.2024  13:25

/ SO\
>/ o \@
NOKYMEHTIB \%

oHHMG
@“Gﬂv Q{’%
S OxoTHikosa .
5 TeTana
= MukonaieHa
= €4PMNOY¥/INH
-~

00481212 . ici B
>, 5 JoxymeHT nignucaHo y cepeici BuacHo (novarox)

Py AN 00481212_20240402_Certificate_170000002915.pdf
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-
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JokymeHT nignucaHo y cepsici BuacHo (NpoAoOBIKeHHR)
00481212_20240402_Certificate_170000002915.pdf

HoxkymeHT BignpaeneHo: 13:33 02.04.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

13:33 02.04.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
npoeigHWiA iIHCNeEKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipru KEMN/ELN: 13:33 02.04.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C0000D3CB0100

Tun nignucy: kBanigikosaHwin

Pt s
JLOKY MEHT




{(+38044)207-73-04 ¥noBHoBaeHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoshoBaeHa 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 / Ceprudikar ananisy Ne 170000003307

1. HaiimeHyBaHHA npogyxuyii: ATPOMNIH - JAPHALIA®

(HazBa, cuna fAii/akTMBHICTb, Nikapcbka ¢opma Ta 1 MA po3UMHY MICTUTB aTponiHy cynbgaty 1 mr

pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha PO3UMH ANA iH’eKUii, 1 mr/mn, no 1 mn B amnyni N2 10 (5x2) B navui 3
YNaKoBLi roToBol NPoAYKLUIi)) MapKYBaHHAM YKpPaiHCbKO

2. Homep cepii: AD30324

3. Poamip cepii: 22,677 TYN

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ans cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/3928/01/01

7. Bata supoGHulyTBa: 03.2024

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI 03.2027

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

9. HasBa, agpeca Ta HoMepW NiLeH3iA BCiX BMpobNeHo, BKAIOYAOUM YNaKOBKY/MapKyBaHHA Ta KOHTponb AKOCTi Ha [pAT
AinbHMLL BUPOoGHULTEA | KOHTPONIO AKOCTI; «(QapmauesTuHa Ppipma «flapHuua» 3a agpecow: m Kuie, Byn. bopucninbcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13; niuenzin AB N°598086; ceigouTteo npo atectauin naGopatopiin BKA N2 128;
BinbHALL: ceptudikat GMP N2 071/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 go peectpauiiiHoro noceigueHHa NeUA/3828/01/01 eip 26.06.2020 N2

1466 3i amiHamMu

PeaynbTaTh aHanisy:

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 onuc Mpozopa GezbapeHa piguHa Binnosinae
2 laeHTUdiKalis A Ha xpomaTorpamax eunpoSyBaHOIo posduHy Ta po3UUHY Bignosipgae

nopieHAHHA {a), oTpUMannx ¥ po3gini "KinbkicHe BU3HaueHHA", Yyacu
YTPUMYBaHHA MiKy aTponiHy cynbdaty nosuHHI 36iratuca

3 laeHTUdikalis B Yi-cnektp sunpoSyBaHoro posduHy B obnacti gig 230 Hm go 400 Bignosipae
HM NOBWHEH MaTI MAKCUMYMM Ta MIHIMYMW NOrAMHAHHA NPU TUX e
AOBMUHAX XBMAb, WO CNEKTP PO3YUHY NOPIBHAHHA

4 MposopicTb Mpenapar mae 6yTM NPo3opUM Bianosipae

5 KoneopoBicTb Mpenapar nosnHeH Sy Ge3bapeHUM i€ HOMO 2 Bianoeigae

——

6 pH 30-45 _ nd \ °\ 3,3
JOKYME mns\» \
7 CynposigHi gomiwkn Cyma AOMIWOK - He Ginbwe 2,0 % é 0,1%
B Ob'em, WO BUTArAETLCA Mpenapar MaE BigNoBigaTH BUMOram Bianoeigae
9 MexaHiuHi Qmﬂmmbsnnmw BignosigHo oo sumor AdY, 2.9.20 Bignoeigae
qacmHm 4,}
10 MexaHl'-lHl axmo'-leHHﬂ HeBUhMMI BignosigHo oo sumor AdY, 2.9.19 metog 1.B Bignoeigae
qachHKH EIRORA™"
TeTAHa - n 6 B
1 CTepuneH - enapar Mae W CTEPUABHUM ignosinae
EP ﬁuKonalBHa = PEMRR g P Anand
12 EaMﬁplaJ%%gEE 261%'“ ,:T lpaHW4YHa KOHLEeHTPaLiAa eHROTOKCUHIB — MeHwe 55 MO/mn Bignoeigae
b
13 Klanlcﬂa,BusuaueHHn amoany 0,95 - 1,05 mr/mn 1,01 mrfmn

cynodary "‘au oy gw?
Crop. 132
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14 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae

15 MapKyBaHHA BignoeigHo oo MKA N3 Bignoeinas

11. KomeHTapi: bes komeHTapis

12. YmoBn 36epirannn: B opuriHanbHii ynakoBLi B 3aXWILeHOMY Bif CBiTNa micui npu Temneparypi He uwe 25°C. He

3amopoXyBaTu. 36epiratv B HEAOCTYNHOMY ANA QiTER Micui.

13. 3anBa npo ceprndikauio: Llum nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii roToeoi npofaykuii 6ynn npoeefeHi
B NOBHiil 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 02.04.2024

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

Mocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 02.04.2024  13:29
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>, 5 JoxymeHT nignucaHo y cepeici BuacHo (novarox)

Py AN 00481212_20240402_Certificate_170000003307.pdf

‘f‘»auo ¥ B“'a

-
-
-
-
-
-
-
-
"y

Crop. 232



JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20240402_Certificate_170000003307.pdf

HoxkymeHT BignpaeneHo: 13:35 02.04.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

13:3502.04.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
npoeigHWiA iIHCNeEKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipxu KEMN/ELN: 13:35 02.04.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C0000D3CB0100

Tun nignucy: kBanigikosaHwin
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