Agpec 02093, m. KueB, yn. bopucnonbckaa, 13

‘ | Ten./®akc: (+38044)568-32-10 [MpuemHan
n n p H u u q (+38044)207-73-41 Otpgen KOHTposia KauyecTsa

(+38044)207-73-04 YnonHoMouyeHHOe NMLO MO KayecTsy

(+38044)207-73-27 YnonHomoueHHoe nuuo no dapmakoHaazopy

CepTudukar kauecrBa / Ceptudpumkar aHanusa N2 170000002467

1. HanmeHoBaHue npoayKUNN:
(Ha3BaHue, cuna fencTBUA/aKTUBHOCTD,
neKkapcTBeHHaA dopma 1 pa3mep ynakoBKM
(MOEHTMYHO TEKCTY Ha YnakoBKe roToBOM
npopyKunn))

2. Homep cepun:

3. Pasmep cepun:
4. CtpaHa-npousBoguTenb:

5. HanmeHoBaHue CTpaHbl / CTpaH-Ha3Ha4YeHunA
AnAa cepun:

6. Homep perncrpaunoHHOro yaoctoBepeHus,
CPOK felcTBuA:

7. laTa nponsBoAcTBa:
8. [laTa OKOHuYaHUA cpoKa rogHocTu (Mocsie

kotoporo JIC He npuH1MaeTca):

9. HasBaHuA, agpeca n Homepa NMLEeH3UN Bcex
YyUYacTKOB NPON3BOACTBA U KOHTPOJNA KavyecTBa;
CepTtudukartbl coorBetctBua GMP Bcex
y4acTKOB:

10. AHanuns BbINOJIHEH No:

Pe3y11bTaTbI aHanusa:

MNAHTECTUH-OAPHULIA®

1 r rena copepxuT: fekcnaHteHona (D-naHTeHona) 50 mr; MupammncTuHa S mr
renb no 15 r B Ty6e; no 1 Ty6e B Nauke C MapKMPOBKOW Ha YKPaVHCKOM W
pyccKoMm A3blKax

GA10222
9,815 YN
YKpaunHa

benapycb
8509/08/10/13/18

02.2022
02.2024

npon3BefAeHo, BKoYan ynakoBKy/MapKMpPOBKY 1 KOHTPOJb KavecTBa Ha YAO
«®DapmaueBTnyeckaa ¢upma «JapHuuay no agpecy: r. Kues, yn.
Bopucnonbckas, 13;

nuueHsua AB Ne598086;

cBuaeTenbcTBo 06 atTectauum nabopatopuii OKK N2 128;

Ceptudukar GMP Ne 035/2019/GMP

HL P 6724-2018 Kk peructpaumoHHomy yaoctoBepeHuto N°8509/08/10/13/18

Ne n.n. HammeHoBaHMe nokasarensa Tpe6oBaHNA HOpMaTNBHOI fOKYMEeHTaLuun PesynbTaT aHanusa

1 OnucaHne OpfHopoaHbI renb 6enoro uBeTa co clabbim cneundryecknm CooTtBeTcTBYET
3anaxom

2 NoeHTudmkauma A Ha xpomMaTorpammax MCMbITyemMoro pactBopa 1 pactBopa cpaBHeHUA, COOTBETCTBYeT

NonyyeHHbIX B pasgene "KonnuecTBoeHHOe onpeaeneHue”, BpemeHa
BbIXOAA NVKOB AeKCMaHTeHOMa U MUPaMICTMHA COOTBETCTBEHHO
JOJIKHbI COBMNafiaTb

3 NpeHtudurkauma B OunbTpaT pacTBOpa Npenapata AO/MKeH BpallaTb MIOCKOCTb CooTBeTcTBYeET
nonApvsalun ceeTa BNpaBo (feKcnaHTeHon; oTanyne ot
paLemumyecKoro)

4 pH 55-75 57

5 Macca copepnmMoro ynakoBku Macca copepunmoro Kaxgon Tybbl foMKHa ObITb He MeHee CooTtBeTcTBYeET
HOMVHOMNbHOW

6 Mukpobuonornyeckas umctorta CootBeTcTBeHHO HJ] CooTtBeTcTBYET

7 KonnuectseHHoe onpefeneHne NekcnaHteHona 47,5 - 52,5 mr/r 48,8 mr/r

8 KonnuectseHHoe onpefeneHne MwnpamuctuHa B 1 r npenapata 4,75 - 5,25 mr/r 5,06 mr/r

9 YnakoBka CootBeTcTBeHHO HJ] CooTtBeTcTBYET

10 MapkunpoBka CoortBeTcTBeHHO HJ] CootBeTcTBYyET

Ctp. 1uz 2



MpoponxxeHue CepTudukar Kauecrsa / Ceptudpumkar aHanusa N2 170000002467

11. KommeHTapum: Be3 kommeHTapueB

12. YcnoBua xpaHeHus: B opurrHanbHoI ynakoBke, Npu TemnepaTtype He Bbllle 25°C. He 3amopaxuBartb.

3TUM NoATBEPXAalo, UTO BCE MPOV3BOACTBEHHbIE CTaAUN [N 3TOW CEPUM FOTOBOM
NpoAyKLUumn 6biny NPon3BeAeHbl B MOSIHOM COOTBETCTBUM 3 TPe6OBaHNAMY, YCTaHOBIEHHbIMY
B felicTBylollem pykoBogcTe no GMP, yTBepgeHHOM MUHUCTEPCTBOM 3paBOOXpPaHeHNA
YKpauHbl, 1 ¢ TpeboBaHUAMY PErncTPaLIOHHOTO AOCbe CTPaHbl Ha3HAYEHNA.

13. 3asBneHme o
cepTupunkKaymm:

Cepua paspelleHa K peanusauuu / otrpy3ke c 28.04.2022

YTBepxaeHo

OUNO: Hazapenko M.B.

LonmkHocTb: YNonHoMouyeHoe n1uuo

MoanucaHo snekTpoHHoit noanucbio: 28.04.2022
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Mpopoexennn Ceprudikar axocri / Ceprudikar ananisy N2 170000005883
11. Komenrapi: bes komenTapis

12. YmoBn 36epirannn: B opuriHanbHii ynakoBui npu Temnepatypi He suwe 25°C. He 3amMopoxyBaTtu. 36epiratm B
HelOCTYNHOMY ANA fiTei micui.

13. 3anBa npo cepmmpikanito: Lium nigreepmxyio, wo Bci BUpo6bHUUI cTaaii ana i€l cepil rotoBoi npogykuii 6ynu nposefeHi
B NOBHIA BiANOBIHOCTI 3 BUMOraMu, BCTAaHOBNEHUMU B YUWHHOMY KepisHuyTei no GMP,
3aTBeppeHomy MiHicTepcTBOM OXOpPOHUM 3Q0POB’'A YKpaiHu, i 3 BUMOramu peectpayiiHoro
AOCLE KpPaiHU NpU3HaJYeHHA

Cepin nossonexa fo peanisayii / sigsanraxennn 3 26.05.2022

3arBepppKyio
MNib: HazapeHko M.
Mocapa: YnosHoBaxeHa ocoba

Mignmucano enekTpoHHMm nignucom: 26.05.2022

Crop.232



Agpeca 02093, m. Kuwie, syn. bopwucninbcbka, 13

Ten./Makc: (+38044)568-32-10 [lpuiiManbHa

d n n p H u u q (+38044) 207-73-41 Bigain KOHTpOMI AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKocTi
(+38044)207-73-27 YnoeHoBakeHa ocoba 3 dapmaxoHarnagy

Ceptudikar akocri / Ceprudikar ananisy N2 170000005883

1. HaiAmeHnyBaHHA Nnpoayxuii: NAHTECTUH — JAPHULIA®

(na3Ba, cuna piilakTnBHICTL, Nikapcbka popma Ta 1 1 renio micTuTe: Aekcnantenony (D-nanteHony) 50 mr, mipamictuny 5 mr
po3Mip YNakoBKK (iEHTUYHO 0 TEKCTY Ha rene no 15 r y Ty6i; no 1 1y6i B nauLli 2 MapKyBaHHAM YKPaTHCLKOIO MOBOIO
ynakoBLi roTosoi NPoAyKLil))

2. Homep cepii: GP10522

3. Poamip cepii: 58,677 TYN

4. Kpaina-BMpoOGHNK: YkpaiHa

5. HalimeHyBaHHA Kpaihm / Kpain npu3HavyeHHA YkpaiHa

AnA cepii:

6. Homep peecTpauiiiHoro nocsigueHnn: NeUA/1602/01/01

7. flaTa supobunyrea: 05.2022

8. [laTa 3aKkiHueHHA TepMiHy npmaaTHOCTI 05.2024

(micaup i pik, nicna akoro J13 He 3acTOCOBYETbCA):

9. Hasea, appeca Ta HOMepHM nilyen3ii Beix BUpOoO6NeHOo, BKNIOUYAIOUM YNaKoBKy/MapKyBaHHA Ta KOHTPONb AKocTi Ha MpAT
AinbHMLL BUpo6HMITEa | KOHTPONIO AKOCTI; «®apmauesTuuHa gipma «lapHuua» 3a agpecoio: m Kuis, Byn. bopucninbceka,
Ceprudixatm Bignosiguocri GMP Bcix 13;

ANbHMLDL: niyensia AB Ne598086;

CBifouTBO Npo atecrauyilo nabopartopiiti BKA N2 128;
ceptudikatr GMP Ne 035/2019/GMP

10. Avaniz BMKOHaHMiA 3rigHo: MEKA J13 go peectpadiitHoro noceigueHns NeUA/1602/01/01 eipg 26.04.2019
Ne978, 3i amiHamm

PeszynuraTm aHanisy:

N2 n.n. HalmeHyBaHHA NOKA3ZHWKA BuMOrn HOpMaTHMBHO! A OKyMeHTauil PezynuTaT aHanisy
1 Onuc OaHopigHuWid rens 6inoro Konbopy 3i cnabkum cneuundivHum 3anaxom Bignosinae
2 InenTndikania A Ha xpomatorpamax sunpo6G0oByBaHOro po3uvHy Ta PO3uMHY Bianosinae

NOpiBHAHHA, ofiepXKaHuX ¥y po3aini «KinbkicHe BU3HaUEHHA», YacK
Buxofy nikis gekcnaHTeHoNY Ta MipamicTUHY BiANOBIAHO MalOTL

cnisnagartu
3 IpeHTndikauiia B QinbTpaT po3unHy Npenapary nNoBuHeH obepTaTv NACWMHY Binnosigae
nonApusauii ceitna BNpago (fieKcnaHTeHon; BiAMIHHICTL Bif
pauemiuHoro)
4 pH 9,9-7,5 6,0
5 Maca BMiCTy yNakoBku Maca emicTy KoxHOT TyOu mae GyTn He meHile HOMIHanbHOT Bianosigae
6 Mikpo6ionoriuHa uncroTta BignoeigHo go MKA N3 o Bignosigae
7 KinbKicHe Bu3HaueHHA JexcnanteHony 47,5 - 52,5 mr/r Vi 7 J : ﬂ%‘)’m&r}r
8 KinbKkicHe BU3HaueHHA Mipamicruny 4,75 - 5,25 mr/r /o y N Ray ‘El"f‘iM*h
9 YnakoBka BignosigHo Ao MKA N3 (A, m“ rwg;x:
10 MapkysaHHs BignosigHo Ao MKA N3 N2\ 1o [w'-innl;'da'_i_;_r.:ée
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Arpeca 02093, M. Kuin, Byn. Bopucninscys -
Ten./®axc: (+38044)568-32-10 Hpm%manb;q 29026
(+38044)207-73-41 Biggin KOHTPONK s$ikocdi

(+3B044)207-73-04 YnosHosaxena ocoba B skocTi
(+38044)207-73-27 YnoBHOBaxkeHa ocoba 3 QdapMakoHarnmny

CepTudikar cepii nikapcwkoro 3acoby

1. HaiiMeHyBaHHs, cuna NAHTECTUH-OAPHULIA® _

AiilakrueHicTe, nikapcbka hopma Ta 1 rrento MicTUTe: fekcnanTeHony (D-nanTeHony) 50 mr,

PO3MIp yNakoBku (iIEHTUYHO TeKcTy Ha MIPaMICTUHY O Mr, rens _ )

ynakosui roroeoi npoaykuii): no 15 ry 1y8i; no 1 1y6i B nauyi 3 MapKyBaHHAM YKPaTHCLKOO
MOBOIO

2. Homep cepii rotoBoT npoaykuii: GP30621 Poamip cepii: 59037 ynak.

3. Kpaita-snpo6Huk: Ykpaina

4. HaimeHyBaHHsa kpaiHm / KpaiH YKpaiHa

NPU3HaYeHHs Ans cepii:

5. Homep peectpauiitHoro UA/1602/01/01
nocuigveHHs:

6. AaTa BUpoBGHuUTBa YepeeHs 2021
7. laTa 3akiHuyeHHsn TepMiHy 06.2023

NPUAATHOCTI (MicAub i pik, nicna skoro
N3 He 3aCTOCOBYETLCH):

8. Hasma, agpeca Ta HOMEpU BUpOGNero, BkOOYacun YNaKOBKY/MapKyBaHHRA Ta KoHTPOMb
niyeHsin Beix ainsHox BUpoBHUuTBa i  AKOCTI Ha MPAT «PapmalesTiyHa Mipma «JAPHWUSA» 3a
KOHTPONIO SIKOGTI: agpecor: m Kuis, Byn. bopucninsceka, 13: niveHsia AB Ne

598086, ceigouTsO Npo atecTauito naboparopiit BKS Ne 128

9. Ceprudpikatn BignosiakocTi GMP ceptuhikar 035/2019/GMP
BCiX AINsIHOK, 33a3HaYeHMx y n.8:

10. PesynwTatu ananizia: HaBeAeHI B cepTudikaTi aHaniay (aogatok 1)

11. Komenrapi: 3Bepiratu B opuriHansHii ynakoswi npn TemMneparypi He BuLLe

25 °C. He samopoxysaTty. 3bepiraTu y HEeAOCTYNHOMY ANS 4iTel
Micui

12. 3asisa npo cepTudikauiio: Lum ninTeepmxyio, wo aci BUPOGHUYI cTagii ana uiei cepii
roToBol NpoAyKuii Gynu npoBeneHi 8 NoBHIN signosigHOCTI 3
BUMOramMmun, BCTaHoBNEHUMA B HUMHHOMY KepiBHUUTSEI no GMP.
3areepkeHoMy MiHictepeTeom OXOpoHu 3a0poB’'s YipaiHu, i3
BUMOramu peecTpaLinHoro qocke KpaiHy npuaHageHHa

13. IM'a Ta NpisBulle YNnoBHoBaxeHOT e
0cobu, fika 3gificHroe cepTudikayiro 10 BEANISALLL
cepii: | /7 " pE 4
14. Mignuc YnoeHosaxeHo! ocobu, sika ' 11 wgHa '
30inCcHI0E cepTucbikauiro cepii: |

15. Oara ninnucaHusa:
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CeptudbikaTt aHanisy Ne 3

Halimenysanxa npoaykuyir: NAHTECTUH-OAPHWLIA®, rens, no 15 ¢ y TySi; no 1 Ty5i 8 nauui 3 MapkyBaHkamM
YKPATHCBKOK MOBOK

Homep cepii: GP308621 Posmip cepii: 59037 ynax.

Homep peecrpauiiitoro UA/1602/01/01

nocBigYeHHs:
AHanis BUKoOHaHWA 3a: MKA N3 sin 01.05.2021 go peecTpauiftoro nocaiguenya NeUA/1602/01/01

Pesynurartu ananiay:

Nen.  HafmewnyBaHHs nokaszHuxa Bumoru HopmaTusHoT gokyMenTauil Pesynwtar ananiay
1 Onuc OCaropianwi rens Binoro KONbopy 3i cnabxum cneywdbivkum Binnceigae
3anaxom
2 lnenTudhixauin A Ha xpomarorpamax sunpoBosysaHoro POSHUHY Ta PO3YMHY Bignosiaae

NOPIBHAHHA, OABPMAHMX ¥ PO3aini «KinbkicHe BUIHAYEHHR», Yacu
BUXOAY NiKis AeKcnaHTeHoNy Ta MipamicTuHy BigNoBiAKO MaioTs
cniBnapartu

E ®inbTpat posuuHy Npenapary nosuHeH o0epTati NNowmHy Bianosinae
nornapu3aii csitha snpaso (fekcnaHTeHon; BiaMIHHICT. Bif
pauemiyroro)

3 pH 55-75 6,3
4 Maca smicry ynakoskm Maca amicry koxHol Ty6u mae ByTi He MEHWE HOMIHaNLHAT Bignosigae
5  MikpoBionoriuna yuctoTa BinnosigHo no MK N3 Biancsizae
€& KinkKicHe BuaHayeHHs 47,6 -52.5 mrir 48,9 wmrir
AekcnanTeHony
KinekicHe BusrayeHHs 4.75- 525 mrir 5,07 mrir
MipamMicTiHy
7 Ynakoska Binnosiako no MKA N3 Bianosinae
8 Mapxysanus BianosigHo go MKS N3 Binnoeizae

Hara sakinyeHus TepmMiny npupartHocTi: 06.2023

36epirannsn; 36epirati B opurinansHid YNakosui Npu TemnepaTypi He suule 25 °C. He samopoxkysaTy, 3Cepiratn y
HEAOCTYNHOMY Ans AiTen micyi
BucHosok: Bianosigae sumoram MK 113 i 01.05.2021 go peecTpauifHoro noceiadeHHs NeUA/1602/01/01
) T hBase o e
Hara nignucakua: r g OF 202¢ HavaneHuy BK&: . d i




Agpeca 02093, M. Kuis, syn. Bopucaine 1
, Ten./#axc: (+38044)568-32-10 npuimamug 003 2 55 3
n g p H u u g (#38044)207-73-41 Binxgin xoRTpON® KXOCW
{+#38044)207-73-04 YanomuoBaxeHa ocofa 8 AKooTi
(+38044)207-73-27 Ynossosaxena ocoba 8 dapuaxonHarnsay

CepTtndikar cepii nikapcbkoro sacoby

1. HaitmeHyBaHHS, cuna NAHTECTUH-OJAPHUUA®
piilakTuBHicTb, nikapcbka popma Ta 1 r renmo MicTuTe: aekcnarTteHony (D-nanterony) 50 mr,

PO3Mip YNakoBku (IREHTUYHO TeKCTy Ha MIpaMicTuHy 5 Mr, renb

ynakoBui rotoBoi npoAykuii): no 15 ry 1y6i; no 1 Ty6i B Naylli 3 MapKyBaHHAM YKPaiHCbKOK
MOBOK

2. Homep cepii roToBoT npoAayKuil: GP60821 Poamip cepil: 58540 ynak.

3. KpaiHa-BUpOOHMUK: YKpaiHa

4. HanmeHyBaHHSA KpaTHu / KpaiH Ykpaiva

NPU3Ha4YeHHA ans cepiv

5. Homep peecrpauiitHoro UA/1602/01/01

noceigueHHna:

6. aTta BnpobHuyrea Cepnenb 2021

7. [aTa 3aKiHYeHHS TepMiHy 08.2023

npuaaTHocTi (Micaub i pik, nicna sakoro
N13 He 3acTOCOBYETHLCR):

B. HaaBa, anpeca ta Homepu BUpOBNEeHOo, BKNIOHAYWN YNAKOBKY/MaPKYBaHHA Ta KOHTPOMb
niueHsii scix ginaHox BupoBGHuurBa i  AKOCTI Ha MPAT «Papmauestvyna dipma «JAPHULA» 3a
KOHTPOIO AKOCTI: agpecoto: M Kuis, syn. Bopucninscska, 13; niuexsia AB Ne

598088, csinouTso npo artectayio naboparopin BKA Ne 128

9. CepTudikaru sBignosigHocti GMP ceptudikaT 035/2019/GMP
BCiX AiNAHOK, 3a3HaveHnx y n.§:

10. Pe3yneraTH aHanisise: HaBeaeHi B cepTudbikaTi asanisy (pogartox 1)

11. KomeHxTapi: 36epiratv 8 OpuriHansHin ynakosui npu TemMneparypi He BuLle
25 °C. He samopoxysaTtu. 36epiratv y HeLOCTyNHOMY ANA AiTed
Micui

12. 3aaBa npo ceprudikauito: Lium niaTBepaxyto, Wo BCi BUpoDHUdi cTagii Ans uiei cepil

roTosoi npoAaykuit bynv npoeeaeHi B NOBHINA B8IANOBIAHOCTI 3
BUMOrami, BCTAHOBNEGHNMU B YUHHOMY KepienuuTsi no GMP,
3aTsepaxeHoMy MiHicTepCcTBOM OX0OPOHK 300pOB'A YKpaiHu, | 3
BAMOTraMu peecTpaLlinioro Qocse KpaiHi NPUIHaYEeHHA

13. IM’'A Ta npisBUILe YTOBHOBaXEHOT R
ocobu, Aka 3niNcHIOE cepTudikauio

cepii: . — ﬂ?
14. Mlianuc YnoBHoBaxeHOT ocobu, ska VA et
3nincHioe ceprudikauiro cepii:

BB
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7
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15. Nara nignucaHHA:




APHUUSN 0032553

Ceprucbikar aHanisy Ne 6

HadmeHyBaHHA npoAyKuil: NAHTECTHUH-OAPHULIA®, rens, no 15 y 1y6i; no 1 Ty6i & nauui 3 MapKyBaHHAM
YKPaTHCLKOI0 MOBOID

Howmep cepil: GP60821 Posmip cepii: 58540 ynak.

HoMmep peecrpauinnoro UA/602/01/01

fOCBIfYeHHs:
AHani3 sukoHaHu 3a; MK$ 113 sin 01.05.2021 o peecTpauinkoro noceiguensn NaUA/16802/01/01

Pe3syneraTu ananiiy:

Nen.  HaimenyBanHst nokasnuka  Bumoru HOPMATUBHOI fOKYMEHTALT . Pesynwrar ananisy
1 Onuc Onropianna rene 6inoro xonbopy 3i cnatkum cneunivHnm Bianosinae
3anaxom
2 laenTudikauin A Ha xpomatorpamax Bunpo60o8ysaHoro PO34UHY Ta posunHy Bignosigae

nop:sﬁamm oAepxanux y pospini «KinekicHe BuHaveHHA», Yacu
BUXOAY NikiB AeXCNanTeHony Ta MipaMicTUHY BiANCRIAHO MaK0TL

chisnagartu .
B ®inbTpat po3uuHy Npenapaty nosuHeH obepTati nnowmny Bianosinac
nonApusauil ceitna BNpaso (AeKCNaHTeHoN; BIGMIHHICTL Big
pauemiuHoro)
3 pH 55-75 6.3
4 Maca smicTy ynakoeku Maca smicty koxwoi Ty6u mae OyTv He MEHILE HOMIHANLHOI Bianosigac
5  MikpoBionoridsa uucrora Bianosiano no MKS N3 Binnosigae
6  Kinbkiche su3HauenHs 47,5-52,5 mrir 50.4 moir
AgKcnanTerony
KinekicHe suanaqemﬂ 4.75 - 5,25 mrir 5.19 mr/r
Mxpawcmrﬂ/ e
7 Ynaxggx»a e ‘ _' Bianosigro go MKS N3 Bianosinae
8 Mae@paawn Bignosigro ao MKSA N3 Bianosigae

53 v
'

Rara 3am§¢qemm 'releHy npunamocm. 08.2023

36epvrauﬂa 36epiratn 8 oburmanbmm ynakosyi npu TeMneparypi we suie 25 °C. He 3amopoxysatn 3Bepiratny
_ HeAoCTYNHOMY AN AiTen micyj
BucHosok: . e glg‘noamgcyewmoram MKS N3 sia 01.05.2021 po peecTpaviitnoro nocsiauens NeUA/1602/01/01
Wl . T - e’ Pt
[ara nanucanms:; ( Hauanskuk BKS: =i s
14.09. 2024 o
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