(+38044)207-73-04 YnoBHoBaxeHa ocoba 3 AKocTi

Apgpeca 02093, M. Kuis, syn. Sopmcninb’t:b;{a,‘ 13 I
_ Ten./Qakc: (+38044)566-68-78 MpuiimanbHa = . ;
& - w H u uﬁ (+38044)207-73-41 Bigain KOHTpOlo AKOCTI '

(+38044)207-73-27 YnosHosaxeHa ocoba 3 QapmakoHarnagy

Ceprtudikar akocti / Ceptudikar aHanisy N2 170000026773

1. HalimeHyBaHHA npogyKuii:

(Ha3Ba, cuna pilfakTuBHICTL, Nikapcbka dopma Ta
PO3Mip YnakoBKY (iGEHTUYHO JO TEKCTY Ha
ynakoBUi rotoBol npogyKuii)

2. Homep cepii:
3. Po3mip cepi:
4. KpaiHa-BUpo6HUK:

5. HalimeHyBaHHA KpaiHu / Kpaik npusHauyeHHA
Ans cepit: ‘

6. HoMep peecTpauiliHoro _npcsiqqeuua:
7. Aa"ra BUPOOGHULTBA:
8. dara saKiHYeHHA TepMiHy NnpuaaTHOCTI

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

9. HasBa, agpeca Ta Homepu fAiueHsin Beix
AiNbHULUDb BUPO6GHULTBA | KOHTPONIO AKOCTI;
Ceptndikatu signosigHocti GMP Bcix
AiNbHUALD:

10. AHani3 BUKOHaHui1 3rigHo:

Pesynbrarn aHanisy:

LINTPAMOH-OAPHULIA

1 TabneTka MicTUTb: aueTuncaniyunosoi kucnot 240 mr, napauetamony 180 wr,
kodeiry 30 mr; Tabnetku; no 10 TabneTok y KOHTYPHIM YapyHKOBIN ynakosui; no
1 KOHTYPHIlt YapyHKOBIl yrakoBui B nayli. MapKyBaHHs yKpaiHCbKOI MOBOK

PX760923
88,772 TYN
YKpaiHa

YKpaiHa
NeUA/6550/01/01

09.2023
09.2026

BUPOGNEHO, BKIIIOUaIOUM YNaKoBKy/MapKyBaHHA Ta KOHTPOMb AKOCTI Ha MpAT
«QPapmauestuyHa dipma «JapHuusa» 3a agpecoto: M Kuis, Byn. bopucninbcbka,
13; ’ a :

niuensis AB Ne598086;

csinoLTBO Npo arectallito nabopatopii BKA Ne 128;

cepTudikar GMP Ne 072/2023/GMP

MKA 13 no peectpauiitHoro nocsigyeHua NUA/6550/01/01 sig 28.04.2017
Ne478, 3i 3miHamu

Ne n.n. HalimeHyBaHHSA NMOKa3sHUKa Bumorn HopmaTuBHOI goKymeHTauil Pesynbrar aHanisy
1 Onuc TabneTku CBITHO-KOPUYHEBOTO KONLOPY 3 BKparnneHHAMU, Bignosipae

. nnockouuniHgpuYHOT popmu 3 dackolo i puckoo, i3 3anaxom Kakao
2 IpenTudikauia A Ha xpomatorpamax Bunpo6oByBaHOro Po3UnHy i po3HuHy Bignosigae

NopiBHAHHA, OAepXaHuX y posaini "KinbkicHe BU3HaueHHA", yacu
yTpUMyBaHHA NikiB napaueTamony, kobeiHy, ayeTuncaniumnosol
KWUCNoTK, BiAnoBigHo, MaloTb cnisnagat

3 laeHTUiKauia B Peakuis (c) Ha umTpatn | Bignosinae
4 OgHopigHicTb A030BaHUX OAMHWLL  Bianosigae Bumoram JOY, 2.9.40. ﬂpMﬁMéane yucno AVs15,0 % Bianosipae *
' auetuncaniymnoBa Kucnora .

5 " OgHopiaHicTb fo30BaHKX oguHLb  Bigrnosigae sumoram A0Y, 2.9.40. NpuimanbHe uncno AVs<15,0 %  Bignosigae *
napaueramon
6 OpHopigHicTb 4030BaHNUX oguHMLb  Bignosigae sumoram JOY, 2.9.40. MpuiimaneHe unucno AVs15,0 %  Bignosigae *
KodeiH .
7 P°3"ap'aH:fQow iy n He 6inbwe 15 xB 5 xB
L2 <,
8 4-aMil-‘f(§\¢EHOﬂ O‘Q, He 6inbwe 0,1 % Bignosigae *
~ KopotkoBa  »
9 Caniumnosa Krenaraa - He 6inbe 3,0 % Bignosigae *
= leopriigHa o l
10 PogunHeEiA RabaUeaMan Bignoeinae sumoram QY Bianosinae *
00481212 <
11 PosqﬁggHHﬂ KodeiH & Bignosigae sumoram A0 Bignosigae *
A 3

>
Cape y B

/@){\au«‘ 1/{@6@6 Zéf I AS %T%/L/
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NpoposxerHa Ceprudikar akocti / CepTudikar aHanisy Ne 170000026773 ”I |"|"l|”|”l”|"l|"mu""m" “l I"

PosunHeHHA aueTuncaniyvwnosa Bipnoeinae sumoram A0Y, 2.9.3 npun Q=75 % 3a 45 x8

Kucnora
Mikpob6ionoriura uncrora

KinbKicHe BU3HaueHHA
KinbkicHe BU3HaYeHHA
KinbkicHe BU3HaueHHA
ynakbaxa

MapKyBaHHA

BignoeigHo go MKA 113

Auetuncaniuunosoi kucnotn 228 - 252 mr/ra6
Kodeiny 28,5 - 31,5 mr/rab

Mapauetamony 171 - 189 mr/ra6

BignogigHo ao MKA /13

BignosigHo go MKA 13

Bignosigae *

Bignosigae *

241 mr/Tabn.

30,0 mr/rabn.
180 mr/rabn.

Bignosigae

Bignosinae

11. KomeHTapi:

12. YmoBu 36epiraHHsa:

13. 3asBa npo cebrmbixauim:

*MeplopnuHicTb KoHTpONMIO B KOXHIN 10 cepil

B opuriHanbHitt ynaKosul npu TemnepaTypl He BuLe 25°C.

Lim nigTeepmkyto, Wo BCi BUPOBHYYI cTaii AnA Liei cepii roToBoi npoayKuii 6ynw nposegeHi
B MOBHii# BIANOBIGHOCTI 3 BUMOramu, BCTAHOBNEHUMU B YMHHOMY KepisHUUTBI no GMP,
3aTBepAKeHOMy MiHicTepcTBOM OXOpoHYU 300p0oB's YKpaiHy, i 3 BuMoramm peecrpaumuoro

[OCbE KpalHW NpusHauyeHHs

Cepia gossoneHa fo peanisayii / BigsaHTaxeHHs 3 18.10.2023

MIb: Kopotkosa O.T.

Mocaga: YnosHoBaxeHa ocoba

3aTBepuKyto

Mignucaxo enekTpoxHUM nignucom: 18.10.2023  17:00

BokymenT nignucaHo y cepeici BuacHo (novatok)
00481212_20231018_Certificate_170000026773.pdf
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[LoKyMeHT nignucaHo y cepeici BuacHo (NMpoaoBXeHHn)
00481212.20231018_Certificate_170000026773.pdf

LokymeHT Bignpasneno: 17:02 18.10.2023

BnacHUK BOKYMeHTY

EnexTpoHHUA nignuc

17:0218.10.2023

€0PNOY/INH: 00481212

tOp. Hassa: MIPUBATHE AKLIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA GIPMA OJAPHULA
CTapLuuiA iHCrieKTop-ynoBHOBaXeHa ocoba: Kopotkosa OkcaHa "eoprilBHa

Yac nepesipku KEN/EUM: 17:01 18.10.2023 '

CraTyc nepesipku cepTudikaty: Ceptudikar gie

Cepiithuit Homep: 32BA6ADA8780FF45040000009715000005380000

Tun nignucy: keanidikosaHn




{+38044)207-73-04 ¥noBHoBameHa ocofa 3 AKocTi

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa H “‘ m “HH
{(+38044)207-73-27 YnoshoBameHa ocofia 3 dapmaxoHarnaAgy

d n n P H u u ﬂ (+38044)207-73-41 Bippin koHTponic AkocTi

CepTudikar akocri / Ceprndikar ananisy Ne 170000026782

1. HaiimeHyBaHHA npogyxuii: UATPAMOH-QAPHWLIA

(HazBa, cuna fii/akTMBHICTL, Nikapcbka ¢opma Ta 1 TabneTka MicTMTL: aueTuncaniuunosol kuanot 240 wmr, napauetamony 180 mr,
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha Kodeiny 30 mr; TabneTkn; no 10 TabneTok y KOHTYPHIW YapyHKOBIA YNAaKoBLj; no
YNaKoBLi roToBol NPoAyKLUii)) 1 KOHTYPHIiA YapyHKOBIil ynakoBuj B Nayli. MapKyBaHHA yKpaiHCbKOK MOBOIO

2. Homep cepii: PX830923

3. Poamip cepii: 86,068 TV

4. KpaiHa-BMpoGHUK: ¥KkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/6550/01/01
7. Bata supoGHulyTBa: 09.2023

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI 08.2026

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpOoGNeHOo, BKAOYAICUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
BinbHULL BUPoGHULTEA | KOHTPONIO AKOCTI; «(QapmaueBTUuHa dipma «fapHuuAa» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

AinbHuLYb: niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;
cepTugikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceigyeHHa N2UA/E5R50/01/01 Bipg 28.04.2017
Ne478, 3i amiHamun

PeaynbTaTk aHanisy:

N° n.n. HalmeHYBAHHA NOKAZHWKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay

1 Onuc TabneTkn CBITNO-KOPUYHEBOro KONbOPY 3 BKPanmneHHAMM, Bignosigae
NAOCKOLMAIHOPUYHOT GOpMU 3 PaCcKoIo | PUCKOIO, i3 3aNaxoM Kakao

2 laeHTUDiKaLin A Ha xpomaTorpamax BunpoﬁoByBaHoro PO34YMHY | PO3UNHY Bignosigae
NOPIBHAHHA, OAEPKaHMX )it dAbKicHe BU3HaYeHHR", yacu
YTpUMYBaHHA MiKiB Nppz A auemncamuunoam

KMCNOTH, BIANOBIAL i
3 laeHTUDiKalis B Peakuina (c) Ha uuipa Bignoeipae
4 CgHopigHicTh go30BaHMX oAWHULbL  Bignosigae Bumdy m)B yj:}'Mmanpnq ncno AV<15,0 % Bignosigae *
aUeTUNCaniunNoBa KUCNOTA
5 CgHopigHicTb go30BaHMX oAWHULbL  Bignosigae BuMora 248 ¢ yacno AV<15,0 % Bignosigae *
napawetamon ¥ o
6 OfHOPIAHICTb [030BaHMX oAVHWLL  Bignosigae Bumoram\gQy, 2044, maribHe uncno AV<15,0 % Bignosipac *
KodeiH Ha Moo
7 PoznapaHHA He Ginowe 15 xB 4 xB
9° oWHuy
‘% ] N
B 4- awﬁa'q;euon %, He Ginowe 0,1 % Bignosipae *
<  KopoTkoBa -
9 Caﬁi‘uunoaa eaara E He Ginowe 3,0 % Bignoeigae *
= lNeopriieBHa z
10 PosynHen@iAl PRGOS = Bignosigae sumoram OOV, 2.9.3 npu Q=75 % 3a 45 xB Bignosipae *
- 00481212 -
1 Posusﬁ‘sHHn KodeiH o Bigpnosigae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae *

7 2%
“QHQ y av
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Mpoposxenna CeprudixaT axocri / Ceprudikar ananisy N2 170000026782

PosunHeHHA aleTuncaniyvnosa Bignosinae Bumoram AdY, 2.9.3 npu Q=75 % 3a 45 xB

KMCNoTa
MikpobionoriyHa uncroTa

KinbKicHe BU3HaYeHHA
KinbKicHe BU3HaYeHHA
KinbKicHe BU3HaYeHHA
Ynakoeka

MapkyBaHHA

BignosigHo oo MKA N3

AleTuncaniyunoeoi Kucnotu 228 - 252 mrftab
KogweiHy 28,5 - 31,5 mrfrab

Mapauetamony 171 - 188 mr/rab

BignosigHo oo MKA N3

BignosigHo oo MKA N3

Bignoeigae *

Bignoeigae *

241 mr/rabn.

29,5 mrftabn.
178 mr/Tatn.

Bianoeinas

Bianoeinas

11. KomeHTapi:

12. YmoBu 36epirannn:

13. 3anBa npo ceprndikauiiw:

* MepiognyHiCTb KOHTRONIC B KoHIA 10 cepii

B opuriHanbHiin ynakoBUi npu Temnepatypi He BUwe 25°C.

Llum nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii rotoeoi npopaykuii 6ynn npoeefeHi
B NOBHIiiA BiANOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro

AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanizauii / BigBanTaxeHHn 3 25.10.2023

Mib: Kopotkosa O.I.

MNMocapa: ¥noeHoBaXeHa ocoba

3aTBepaxKyio

MNignucaHo enekTpoHHUM nignucom: 25.10.2023  12:06

JoxymeHT nignucaHo y cepeici BuacHo (nouarok)
00481212_20231025_Certificate_170000026782.pdf
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20231025_Certificate_170000026782.pdf

HokymeHT BignpasneHo: 12:09 25.10.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

12:09 25.10.2023

€0OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA AAPHWULA
cTapluMid iHcneKTop-yNnoBHoBa)keHa ocoba: KopoTtkoea OkcaHa MeopriieHa

Yac nepesipku KEM/ELM: 12:09 25.10.2023

CraTtyc neperipku ceprudikarty: Ceptudikar aie

CepiitHuii Homep: 32BASADAB780FF450400000057150000053B0000

Tun nignucy: kBanigikosaHwin




o nAPHUUS

Afpeca 02093, m. Kuis, syn. Bopucninbceka, 13
Ten./Makc: (+38044)566-68-78 MpuAmancHa
(+38044}207-73-41 Biain KOHTROMO AKOCTI
(+38044)207-73-04 YnopHoBaxeHa ocofa 3 sxocTi
(+38044)207-73-27 YnosHosaxena ocoba z dapmakoHarnaay

/

i

Ceptndikar akocri / Ceprudikar aHanisy N2 170000026778

1. HatimenyBanHs npoaykuit:

(Hassa, cuna giifakTueHicTb, Nikapcbka ¢opma Ta
PO3Mip ynakosku (igenTuiHo go TEKCTY Ha

ynakosui roTosol npogykuii})

2. Homep cepii:

3. Po3mip cepit:

4. KpaiHa-supo6HuK:

LMTPAMOH-JAPHULIA

1 Tabnerka mictute: AUETUNCANILMNOBCT KUCNOTH 240 Mr, napacetamony 180 wr,

kodeiny 30 mr; TabreTki; no 10 Tabnetok Y KOHTYPHIRA YapyHKOBIA ynakosui; no
1 KOHTYPHII YapyHKoBIi ynakoswi B navui. MapkyBaHHa yKpaiHCHKO MOBOID

PX810923
89,192 Ty

YKkpaiHa

5. HalimenyBanHa kpainn / KpaiH NpusHayeHHn Ykpaiva
AnA cepii:

6. Homep peectpauiiinoro HocCRigueHHA:

7. Aata Bupo6HuyTRa;

8. RaTta 3akiHueHnA TepMiHy npugaTHOCTI

NeUA/B550/01/01

09.2023
09.2026

(micaup i pik, nicna skoro N3 He 3aCTOCOBYETLCH)!

9. Hazea, appeca 1a HOoMepu niyeHsin Beix

BMPOBNEHD, BKOYaOUM YNaKOBKY/MapKyBaHHA Ta KOHTPONb AKOCTI Ha MNpAT

BiNbHALL BUPOBHULTBA i KOHTROMK AKOCTI; «DapmauesTMuHa dipma «[JapHula» 3a agpecolo; m Kuis, syn. bopucninbcbka,

CeptudikaTu BigmorigHocTi GMP Bcix

OiNbHNUB:

10. Ananiz Bukonanusi srigHo:

PesynbraTu aHanizy:

13;

nileHsia AB Ne598086:

CBIAOUTRO Npo aTecTaliw nabopatopii BKA Ne 128;
ceptudikat GMP Ne 072/2023/GMP

MKA 113 po peectpauiiinoro noceiaseHHa NeUA/G550/01/01 Bin 28.04.2017

Ne478, 3i amitamm

Bumorn HopmaTueHoi AOKymeHTaUil

PesyneTat ananizy

Tabnerku cBITNO-KopUUHEBOro KONbOpY 3 BKPanneHHAMM,
MITOCKOUUNIHARUYHOT hopmMu 3 packoo i PUCKOIO, 3 3aNaxoM Kakao
Ha xpomaTtorpamax BUNPOGOBYBAHOIG PO3UNHY | pozynny
AOPIBHAHHA, ofepxaHux ¥ po3aini "KinbkicHe BusHayenHs”, yacy
YTRPUMYBaHHA Rikis napauetamony, kodeity, aueTuncaniunnosor
KMCNOTY, BlANOBIAHO, MaieTL cienafaTu

Bianoginac eumoram AV, 2.9.40. MNpuiitmansHe uwcno AV<i5,0 %
Binnosinae smoram 10Y, 2.9.40. fpuAmancHe yucno AV<15,0 %

Bianoeigae snmoram O0Y, 2.9.40. Npuitmanbhe wueno AV=15,0 %

N®n.n.  Halimenyeanus nokazHnka
1 Onuc
2 lnenTydikayin A
3 lneTudikanin B Peakuia (c) Ha unTpaw
4 OpgHopiaHicTs poszosanmx OAMHUL L

aleTuRCaNiUMNCBa KMCNoTa
5 ORHopiaHICTE 10308aHUX OAWHWLL

napaietamon
6 OpHepigricts nozosarnx CAUHWL L

KodelH
7 Posnaﬂa““fpoﬂﬁwﬁ . He Ginwwe 15 xe

¥ O”‘?’)
8 4-aMiI—‘ﬁ§‘¢EHOH Z. He 6inble 0,1 %
~  KopoTkosa -
9 Caniyunosa Khesarag Z He 6inbwe 3,0 %
= leopritexa oy
10 Poguntena rapoeTakian = Bignosinae sumoram A0y g
T, 00481212 <
11 PO3HI.R:I$HH9 Kodein &° Bianosinae sumoram QY
s

<
2
Cd‘no y B

Bianosigae

Bignosinae

Binnosigae
Bignosipae *
Bignosigae *
Bianosipae *
5xs
Bianosigae *
Bignosinac *
Bignogeigae *

Bignosinae *

Crop. 132
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Npoporxennn Ceprudikar akocti / Ceprudikar ananisy Ne 170000026778 m ’"mll”"II”l”l”""""""l""I I"

12 Po3uuHeHHs aueTuncaniyunora Binnosinae sumoram JOY, 2.9.3 npn Q=75 % 3a 45 xg Bianosgigae *
KMcnoTa

13 Mikpobionoriuma uncrora BignoeigHo no MKA N3 Bignoeigae *

14 KinbkicHe BusHaueHHs AleTuncaniumnosoi kncnotn 228 - 252 mi/Tab 251 mr/raén.

15 KinbkicHe BU3Ha4eHHn Kodeiny 28,5 - 31,5 mritas 29,2 mrftaén.

16 KinbkicHe BuzHaueHHs Mapaueramony 171 - 189 mriraé 175 mrira6n.

17 Ynakoska BianosigHo go MKA N3 Bianosigae

18 MapkyeaHns Bignosigno go MKA 13 Bignosinae

11. Komenrapi: *NepioanyHicts KoHTpoNIo B KEMXHIE 10 cepii

12. Ymoen a6epiranns: B opurinanbHii ynakosyi Mpwn Temnepatypi He suwe 25°C,

13. 3anBa npo cepTudikagiro:  Lum NiATBepIRKYIO, WO BC BUPOGHUYT cTaaii ana yiei cepii roTosoi npoaykuii 6ynn npoeegeni
B [TOBHIW BiANOBigHOCTI 3 BUMCramK, BCTAHOBACHUMM B HYUHHOMY KepieHuUTEi ne GMP,
3aTBepAKeHoMY MiHicTepcTeom oxopoHm 3A0POB’A YKpatHw, | 3 BUMoramm peecTpauiitHoro
AOCBE KParHW NPU3HaYeHHs

Cepia nozeonena go Peanizanii / BigsanTaxenus 3 25.10.2023

N ]

3ateepgxyto

MB: KopoTtkoea O.T.

Nocapa: ¥YnosHoeaxkena ocoba

Mianincao enektpoHHAM Rignucom: 25.10.2023  11:47

AoKymeHT nignucaHo y cepeici Byacho (novaTok)
00481212_20231025_Certificate_1 70000026778.pdf

Crop. 232




ORAPHUUSRA

Appeca 02093, m. Kuie, Byn. bopucninbcbka, 13
Ten./®ake: (+38044)566-68-78 MNpuitvanbHa

(+38044)207-73-41 Bigpin KoHTPONK AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKOCTI
(+38044)207~73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy

IR

Ceprudikar akocrti / Ceprudikar ananisy N2 170000028410

1. HalimeHyBaHHA npoayKuil:

(Ha3Ba, cuna gii/akTUBHICTb, NikapcbKa dpopma Ta
po3mip yNakoeku (iAeHTUUYHO A0 TEKCTY Ha
ynakoBLji rotoBoi NPoayKuii))

LUNTPAMOH-OAPHWLA

1 TabneTka MicTUTb: auetuncaniuunosol kKucnotn 240 mr, napaueramony 180 mr,
kogeiny 30 mr; Tabnetku; no 10 TaBneToK y KOHTYPHIN YapyHKOBIl ynakosLi; no
1 KOHTYPHIW YapyHKOBIi ynakosui B nayLli. MapkyBaHHA yKpalHCbKOI0 MOBOK

2. Homep cepi: PX851123

3. Po3wmip cepil: 88,724 TYN

4. KpaiHa-BUpOGHUK: YKpaiHa

5. HaiimeHyBaHHA KpaiHu / KpaiH npu3HaveHHA YKpaiHa

AnA cepit:

6. Homep peectpauiiiHoro nocsigyueHHs: NeUA/6550/01/01
7. Nata BUpo6HULYTBA: 11.2023

8. Jara 3aKiHYeHHs TepMiHy npupaTHocTi 11.2026

(Mmicaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta Homepu fiLeHsil Bcix
[iNbHVUbL BUPOGHULTBA | KOHTPOMIO AKOCTI;

BUPOBAEHO, BKIIOUAIOUM YNaKoBKY/MapKyBaHHA Ta KOHTPOMb AKOCTI Ha [MpAT

Ceprudikatu signosigHocti GMP Bcix’
AiNbHULb:

10. AHani3 BUKOHaHuiA 3rigHo:

Pesynbratu aHanisy:

13; ' -

niyensis AB Ne598086;

cBinouTRO Npo aTectauilo naboparopitt BKA Ne 128;
ceptudikat GMP Ne 072/2023/GMP

«DapmauesTuHa pipma «[lapHuusa» 3a agpecoto. M Kuis, Byn. bopucninbcbka,

MK$ 113 go peectpauiiiHoro nocsigueHHs NeUA/6550/01/01 sig 28.04.2017

Ne478, 3i amiHamu

Ne n.n. HaliMmeHyBaHHA NoKasHNKa BuMOry HOPMaTUBHOT BOKyMeHTauii Pesynbrat aHanisy
1 Onuc TabneTtku CBITNO-KOPUYHEBOrO KONbOPY 3 BKpanieHHAMU, Bipnosinae
nnocKouuniHgpuuHoT dopmi 3 packolo i PUCKOID, i3 3anaxom Kakao
2 laerTudikauis A Ha xpomatorpamax BUNPo6OBYBaHOTO PO3UUHY | PO3UUHY Bignosigae
NopiBHAKHSA, oaepxaHux y po3aini "KisbkicHe BU3HaueHHA", Yacu
YTPUMYBaHHA MiKiB Napaueramony, KodeiHy, aueTuncaniyunosol
KWUCNOTW, BIANOBIAHO, MaloTb cNiBNagaTu
3 inenTudikauia B Peakuis (c) Ha uuTPaTU Bianosinae
4 OpHopiaHicTb fo30BaHWX oguHuus  Bignosinae sumoram AOY, 2.9.40. MpuitmMansHe Yucno AV<15,0 % Bignosigae *
aueTuncaniyunosa Kucnota _
5 OpHopiaHicTb Ao30BaHUX oguHULE  Bignosigae Bumoram AOY, 2.9.40. MpuiimaneHe uucno AV<15,0% Bignosigae *
napatietamon
6 OpHopiaHicTb fo30BaHMX ogukuub  Bignosinae Bumoram [OY, 2.9.40. MpuiimanbHe yucno AVs15,0 % Bignogigae *
KodelH
g POBI‘IaAaHI(-i?‘)oH T He 6inbue 15 x8 4 x8
e\- 4
8 4-aMi|$§¢eHon '%*’7,, He 6inbwe 0,1 % Bignosigae *
S~ KopoTkoBa  »
9 Capiuvnosa Khcoarag e He 6inbwe 3,0 % Binnosigae *
- leopriisHa o 2 . -
10 PozuuHerdi REpBNeTaMan Binnoeinae sumoramMifERIS W5 nip i XB Bignosinae *
. 00481212 & \; oA
11 Posqlﬁ;g;rm kodeiH c‘\)'c» Bignoeinae Bumoram XK ?l XB Bigrioeinae *

% ES
Capg y B
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NpogposxeHHn Ceprudikar saxocri / Ceprudikar ananisy Ne¢ 170000028410 m I"I"ll”l”I"I”I"m’”lm""" ” I"

12 Po3umHeHHA auetuncaniuyunosa Bianosigae sunoram AOY, 2.9.3 npu Q=75 % 3a 45 xs Bianosipae *
Kucnora _

13 MikpobionoriuHa yncrora BianogigHo o MKA 13 Bignosigae *
i 14 KinbkicHe BU3HaYyeHHs Aqemncaniumoso'l‘ Knenotu 228 - 252 mr/tab 238 mritabn.
15 KinbkicHe B#3HaueHHs Kodeiny 28,5 - 31,5 mr/tab 30,9 mrfrabn.
; 16 KinbkicHe BU3HaueHHs Mapauetamony 171 - 189 mr/ra6 182 mr/tabn.
17 YriakoBska BignosigHo go MK#A N3 Bignosinae
18 MapkyBaHHa BinnosigHo o MKA N3 Bignosigae
‘ 11. KomeHTapi: *MepioAnyHIcTb KOHTPOMIO B KOXHI 10 cepii

12. YmoBu 36epiranus: B opurinanbHiit ynakosui npu Temnepaﬁpi He Bl/l‘l.l‘.le 25°C.

13. 3asBa npo ceprudikauito: Uum nigreepmxyto, o Bci BUPoBHuMui cTagii ans Wiei cepii rotosoi Npogykuii 6ynu nposefeHi
B MOBHII BigMoBILHOCTI 3 BUMOramMy, BCTaHOBNEHUMY B YMHHOMY KepisHuuTei no GMP,
3aTBeppKeHoMy MiHicTepCcTBEOM OXOPOHU 30PoB'a YKpaitu, i 3 BUMoramu peectpauiniHoro
HOCbE KpalHn npusHayeHHs

Cepin nossonena fo peanisauii / BigBaHTaxeHHa 3 23.11.2023

3arBeppxyto
Mib: Kopotkosa O.T.

[Mocapa: YnosHosaxeHa ocoba

NignucaHo enekTpoHHWUM nignucom; 23.11.2023  11:27

HokymeHT nignucaHo y cepgici Buacko (nouaTok)
00481212_20231123_Certificate_170000028410.pdf

Crop. 232




AokymenT nignucano y cepsici ByacHo (npo,qoe)xenuﬂ)
00481212_202311 23_Certificate_17000002841 0.pdf

HlokymeHT Bignpaeneno: 11:30 23.11.2023

BnachHuk AOKYMEHTY

EneKTpoHHuit nignuc
11:3023.11.2023

€APMNOY/IMH: 00481212

tOp. HasBa: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA dIPMA AAPHULIA
cTapinis IHCMeKTOP-ynoBHOBasKeHa ocoba: KopoTkoea Okcara I eopriiBHa

Hac nepesipku KEM/ELI: 11:30 23.11.2023

Craryc nepesipku cepTuoikary: Ceprudikar Aie

Cepilthnli Homep: 32BA6ADAS780FF4504000000971 5000005380000

Tun nignucy: KBanipikosaHuit




Afpeca 02053, M. Kte, eyi. Bopmcrinbobka, 13
Ten./Oaxc: {+38044)566-68-78 TNpuimanoHa

¢ aapHUUR BRI

{+38044)207-73-04 YnomxoeaxeHa ocoba 3 Axocr
[+38044)207-72-27 YnoewosaxeHa ocoba 3 dapmakoHarnany

IR

Cepudikar axocri / Ceprudivar aHaniay Ne 170000028421

1. HadimenyBauHA npogysuil: UHUTPAMOH-RAPHUUA

(Hazea, cvwna piifakiveHicT, nikapcbka bopma Ta 1 Tabnetka MICTUTE: aueTWnCaniuunosol kucnomv 240 Mr, napaueTamony 180 »i.
po3amip ynakosku (IGeHTMNRO O Texcry Ha kodeiy 30 mr; Tabnetku; no 10 Ta6neTok y KOHTYpHIA YapyHKoBid ynaxkosul, go
ynaxosLl roToeol nporykufi)) 1 KOHTYPHI yapyHkosiid ynakosul 8 nauul. MapKkyBaHHa YHDATHCKOID MOBOKD

2. Homep cepil: PX861123

3. Poamip cepli: 89,606 TYN

4. Kpaina-anpobruk: Yxpaina

5. HalimeHynsanna kpainu / kpaln npusHavenss Yrpaia

Ana cepil:

8. Homep peecrpayliinoro nocsigueHHn: NUA/SS50/01/01

7. fata BupoSHnyTaa: 11.2023

8. fsra saxiHugHUA Tepminy npugaTHoctl 11.2028

(micAuk i pik, nicna aKoro 13 He 23CTOCOBYETLCAY.

8. Haspa, agpeca Ta nomepu ninensiis mclhx BUPOGNEHO, BITTIOYAIDUYN YITAKOEKY/MAPKYBAHHA Ta KOHTpanL AKOCTI Ha MpAT
Alneruys supobuuyTea | KOHTpOno AxocTl; «PapmatieaTuna dipma aJapHuunr 3a agpecoio: m Kuis, ayn. bopucninbceka,
CepradikaTu signosignocrl GMP Beix 13

AlnoHuyb: niyenxzia AB NeSOBOBE;
ceinoUTBC Npo atecTauio naboparopii BKA Ne 128,
ceptudikat GMP Ne 072/2023/GMP
10. Ananis suxonanuil srigHo: MKA N3 ao peectpauithoro noceiguerta NUABS50/01/01 ain 28.04.2017

Ne478, 3i amiHamn

PesynbTaTu auanisy:

Ne N HalimenysaHiA NOKASHWKE Bumoryu Hopmavnenol nmcynummﬂ PesyAbTaAT ananisy
1 Onuc TabneTxin CRITNO-KOPUNLEBSTO KUNGURY 3 BKPANAHHAMY, Bignoelpae
NAOCKOLMNIHAPUIHET DG 3-¢ LHACKOI0, (3 3AN3AXOM KaKao

2 laexrudlxauin A Ha xpomaTarpama i posumly Bignosinae

noplBHANHA, ORéREREHIN ¥ Ao et \ 3HAUEHHR", YatH
YTDMMYBAHHA [HKIS i ETU canlquuoaaT
KACNOTH, Blgnas
3 lpenTudlkatlin B Peakun {) Ha {ipsrpa Blgnoslpae
4 QaHopigHicTe Ao3oesanux oAWHuLL  Bianosigae RUMOLS ie wicno AV=15,0 % Blonoblnae *
aUeTANCANIUMNOED KWCNOoTa
5 OaHOPIAHICTL A030BaHUX OaWHMLL  Blanosinac sumoram B 14(! [1{5 sidansHe yucno AVs15,0 %  Bignoeigac *
NADALETAMON
8 OpHopigHicTs fo3osanux oguHiLe  Blanosigac sumoram AIGY, 2.9.40, Npuimansre wcno AV15,0 %  Bignosigac *
KobEH
7 Posnanau:: ontmi He Ginuwe 15 xa Jxe
2 <,
8 4-aulﬁ€¢eﬂon #", He Sincwe 0,1 % Blpnosigae *
-.."' Kopotkosa -
9 Canmunosa i ] - He Ginpwe 3,0 % Bignoslgae *
2 [eopriiama z
10 Posyuuemmn e Bignoeinac sumoram GOY, 2.8.3 npu Q=75 % 3a 45 xe Bignosigac *
00481212 -
11 Pos-m'l’guﬂn xodein » Bignosinae sumoram [OY, 2,9.3 npu Q=75 % 3a 45 xp Bignoslgae *
L3 LA

s »
Copng y B4
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FlpoRoscrn Coprbleat mioct | Caprndiear naniy we 170000028421 - | HIMMNAANIAERIAL

12 PosumxenHa austacaniynnona Bianosinae pumoram JIOY, 2.9.3 npu Q=75 % 2a 45 xa Bignoalgae *
XUEROTS

13 Mixpobionoriuna yucrora BinnonigHa ao MKA N3 Bignoeigac *

14 KinbxicHa BUIHBYEHHA Auemuncaniumnosol kncnomn 228 - 252 mritat 232 wrirabn.

15 KinekicHe BuaHaueHsna Kogetny 28,5 - 31,5 mriraé 29.8 mr/1abn.

16 KinbxicHe Buanatenmn Napauetamony 171 - 189 mritab 177 meiralin.

17 Ynaxosxa Blanosigno go MKA N3 Bignoaigae

18 MapxysarHa Blanosigro go MKA N3 Bignorinace

11. Komenrapi: * Nepioanuricrs konTpano & Koxalia 10 cepii

12. Ymonu sGepiravnn; B opurinanbHii ynakosui npu remnepatypi ne Buie 25°C.

13. 3anea npo ceprudirayiin: Unm nigrsepmpuyio, wo sci Bupobhuyl cragll ana wiei cepli rotosol npogyxuii 6ynu nporegesi

8 NOBHIA BIANOBIJHOCTI 3 BUMOraMK, BCTaHOBNEHUMM 8 4YHHHOMY KepisHuuTai no GMP,
JaTaepAKEHOMY MinicTepcTBom 0X0poHK 310poR's ¥Yrpaitm, 1 3 BUMoramm pescTpalliinoro
ROCHE KPaTHM NPU3HaYeHHs

Cepin gossonena no peanizaull / Bigsantamennn s 2211.2023

NIE: Koporxosa O.T.

Nocaga: Ynossosaxena oco6a

MNigrucato enexyportum nignucom: 22.11.2023  11:55

3ataapaxyio

AokymenT nignucano y cepeici Buacio (novarox)
00481212_20231122_Certificate_170000028421 . pdf
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{+38044)207-73-04 ¥noBHoBameHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoBhoBaeHa ocofia 3 dapmakoHarnagy

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

Ceptudikar akocri / Ceprndikar ananisy Ne 170000029909

1. HaiimeHyBaHHA npogyxuii: UATPAMOH-QAPHWLIA

(HazBa, cuna fii/akTMBHICTL, Nikapcbka ¢opma Ta 1 TabneTka MicTMTL: aueTuncaniuunosol kuanot 240 wmr, napauetamony 180 mr,
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha Kodeiny 30 mr; TabneTkn; no 10 TabneTok y KOHTYPHIW YapyHKOBIA YNAaKoBLj; no
YNaKoBLi roToBol NPoAyKLUii)) 1 KOHTYPHIiA YapyHKOBIil ynakoBuj B Nayli. MapKyBaHHA yKpaiHCbKOK MOBOIO

2. Homep cepii: PX971123

3. Poamip cepii: 86,292 TVI

4. KpaiHa-BMpoGHUK: ¥KkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/6550/01/01
7. Bata supoGHulyTBa: 11.2023

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI 11.2026

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpOoGNeHOo, BKAOYAICUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
BinbHULL BUPoGHULTEA | KOHTPONIO AKOCTI; «(QapmaueBTUuHa dipma «fapHuuAa» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

AinbHuLYb: niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;
cepTugikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceigyeHHa N2UA/E5R50/01/01 Bipg 28.04.2017
Ne478, 3i amiHamun

PeaynbTaTk aHanisy:

N° n.n. HalmeHYBAHHA NOKAZHWKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay

1 Onuc TabneTkn CBITNO-KOPUYHEBOro KONbOPY 3 BKPanmneHHAMM, Bignosigae
NAOCKOLMAIHOPUYHOT GOpMU 3 PaCcKoIo | PUCKOIO, i3 3aNaxoM Kakao

2 laeHTUDiKaLin A Ha xpomaTorpamax BUnpo6oByBaHOrO PO3UMHY i Bignosigae

NopIiBHAHHSA, ofepXaHnX y po3gini "KinbkicH
YTpUMYBaHHA MikiB Napaueramony, Koodeil
KWUCNOTH, BignosigHo, MaloTb CriiBnagaty

3 laeHTUDiKalis B Peakuia (c) Ha uaTpaTn ianosinae
4 OCpgHopigHicTb go3oBaHMx oAMHULL  Bignosigae Bumoram AdY, 2.9.40. Mpw anoBigae *
aUeTUNCaNiLMNOBa KUCIOTA
5 OpgHopigHicTe go3oBaHMX oauHULb  Bignosigae Bumoram OOV, 2.9.40. MNpwui q,}-mcno AV<15, 0 % ianosipae *
napaueTamon J/‘\\’j 18%% © / \“/
6 OgHopigHicTb go3oBaHMX oaWHULb  Bignosigae Bumoram OOV, 2.9.40. Mpwuiamans ﬂJﬁQ]A\!“"r‘S)Q A Bignoeigae *
KodeiH
7 PoznapaHHA He Ginowe 15 xB SxB
9° oWHuy
‘% ] N
B 4- awﬁa'q;euon %, He Ginowe 0,1 % Bignosipae *
<  KopoTkoBa -
9 Caﬁi‘uunoaa eaara E He Ginowe 3,0 % Bignoeigae *
= lNeopriieBHa z
10 PosynHen@iAl PRGOS = Bignosigae sumoram OOV, 2.9.3 npu Q=75 % 3a 45 xB Bignosipae *
- 00481212 -
1 Posusﬁ‘sHHn KodeiH o Bigpnosigae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae *

7 2%
“QHQ y av
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12

13

14

15

16

17

18

e e e B [ TN

PosunHeHHA aleTuncaniyvnosa Bignosinae Bumoram AdY, 2.9.3 npu Q=75 % 3a 45 xB

KMCNoTa
MikpobionoriyHa uncroTa

KinbKicHe BU3HaYeHHA
KinbKicHe BU3HaYeHHA
KinbKicHe BU3HaYeHHA
Ynakoeka

MapkyBaHHA

BignosigHo oo MKA N3

AleTuncaniyunoeoi Kucnotu 228 - 252 mrftab
KogweiHy 28,5 - 31,5 mrfrab

Mapauetamony 171 - 188 mr/rab

BignosigHo oo MKA N3

BignosigHo oo MKA N3

Bignoeigae *

Bignoeigae *

243 mrirabn.

30,5 mrftabn.
187 mr/ratn.

Bianoeinas

Bianoeinas

11. KomeHTapi:

12. YmoBu 36epirannn:

13. 3anBa npo ceprndikauiiw:

* MepiognyHiCTb KOHTRONIC B KoHIA 10 cepii

B opuriHanbHiin ynakoBUi npu Temnepatypi He BUwe 25°C.

Llum nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii rotoeoi npopaykuii 6ynn npoeefeHi
B NOBHIiiA BiANOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro

AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanizauii / BigBanTaxeHHn 3 07.12.2023

Mib: Kopotkosa O.I.

MNMocapa: ¥noeHoBaXeHa ocoba

3aTBepaxKyio

MNignucaHo enekTpoHHUM nignucom: 07.12.2023  15:12

_ nad
TOKY MEHT

JoxymeHT nignucaHo y cepeici BuacHo (nouarok)
00481212_20231207_Certificate_170000029509.pdf

Crop. 232



JokymeHT nignucano y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20231207_Certificate_170000029909.pdf

HokymeHT BignpaBneHo: 15:15 07.12.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

15:1507.12.2023

€0OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA AAPHWULA
cTapluMid iHcneKTop-yNnoBHoBa)keHa ocoba: KopoTtkoea OkcaHa MeopriieHa

Yac nepesipku KEM/ELM: 15:15 07.12.2023

CraTtyc neperipku ceprudikarty: Ceptudikar aie

CepiitHuii Homep: 32BASADAB780FF450400000057150000053B0000

Tun nignucy: kBanigikosaHwin
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