{+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 ug (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprndikar ananisy Ne 170000016402

1. HalimeHyBaHHA npogyKuii: HATPIKO ADEHO3WHTPUDOCPOAT-NAPHALA

(HazBa, cuna fAii/akTMBHICTb, Nikapcbka ¢opma Ta 1 Mn po3unHy mictute AT auHaTpieBoi coni (ageHo3nHy Tpupochaty

pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha AnHaTpiesol coni) 10 mr

YNaKoBLi roToBol NPoAyKLUii)) po3uvH AnA iH'ekuiid, 10 mr/mn no 1 mn B amnyni; N210 (5x2) B navyi 2
MapKYBaHHAM YKPaiHCbKOIO Ta POCiiCbKOI0 MOBaMK

2. Homep cepii: vD20123

3. Poamip cepii: 34,883 VN

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/2998/01/01
7. Bata supoGHuyTBa: 01.2023

8. Bara saKiHueHHA TepMiHy NPMAATHOCTI 01.2025

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

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

BiNbHAYDL: niyeHszin AB N°598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;
cepTugikat GMP Ne 050/2022/GMP

10. AHani3 BUKOHaHWIA 3rigHoO: MKA N3 po peectpauinHoro noceigueHHa NeUA/2998/01/01 Bip 17.12.2019
No24.88, 3i amiHamMuK

PeaynbeTaTi aHanisy:

N°n.n. HaiAmeHYBAaHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTalii PeaynbTaT aHaniay
1 onuc Mpo3zopa HesbapeHa abo anerka *oBTaBa pigvHa Bipnosigae
2 IaeHTUdikaLia A Yd-cnekTp nornuHaHHA BunpoboeysaHoro posunHy {b), Bignosipae

NpUroToBaHOro, AK oNWCcaHo B po3gini "KinbkicHe BU3HaueHHA", B
obnacTi Big 240 HM no 350 HM NOBUHEH MaTH MaKCMMYM 33 JOBHKWHK
*xBuni (25912) HM
3 laeHTUdikania B Ha xpomaTorpamax BUNpoSoBYBaHOrO PO3UnHY {a) | po3uuHy Bipnosipae
NopiBHAHHSA, Ofep*aHnX ¥y po3gini "KinbkicHe Bu3HauyeHHs", Jacu
YTPUMYBaHHA Mika HaTpilo ageHo3uHTpudocdaty (Na-ATd) mawTts

cnienagaTu

4 laeHTUdikanis C Konbopoea peakuis {neHTo3a) Bipnosinae
5 laeHTudikanis D YreopeHHa Ginoro kpucraniyHoro ocagy (pocdartu) Bipnosinae
B MposopicTb Mpenapar mae BYTH NPO30PUM Bignoeigae
7 KoneopoeicTbe 3abapeneHHA NpenapaTty He Mae 6yTW iHTEHCUBHIIWWM 32 eTanoH Y7  Bignosigae
8 pH 70-73 7,2

9 Ob'em, WO BUTArAETLCA Mpenapar mae signosigat Bumoram AdY, 2.9.17 Bignoeigae
10 CTepuibHICTb Mpenapar mae ByTH cTepUAbHUM CTepunbHUiA

Crop. 132



e el [ TN

1 MexaHiuHi BKNIoYeHHA: BMaUMi Bignosinae sumoram Ady, 2.9.20 Bignoeigae
YACTHHKM

12 MexaHiuHi BKNioYeHHA: HeBugMMi  Bignoeinae emmoram AdY, 2.9.19, metop 1.B Bignoeigae
YACTHHKM

13 bakTepianbHi eHOOTOKCUHK MeHwe 70 MO/mn Bignoeigae

14 AHOManbHa TOKCHMYHICTD Mpenapar mae 6YTM HETOKCUMYHUM He ToKCHYHUIA

15 KinbKicHe BM3HayeHHA Na-AT®d 9,5 - 10,5 mr/mn 9,8 mrimn

16 ¥Ynakoeka BignoeigHo go MKA N3 Bignoeigae

17 MapKyBaHHA BignoeigHo go MKA N3 Bignoeigae

11. KomeHTapi: Bes koMeHTapiB

12. YmoBu 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi Big 2°C po 8°C. 36epirat B HeROCTYNHOMY Ana

piten micyi.

13. 3anBa npo ceprndikanio: Lum nigreepaxyio, wo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIiii BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHiCTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanizauii / BigBanTaxeHHn 3 14.02.2023

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 14.02.2023 09:09

Crop. 232



Anpeca 02093, M. Kwis, Byn. Bopwcninbebka, 132
Ten. /Makc: (+38044)568-32-10 MNpuimancHa
ﬂ n p H u u g (+28C44)2C7-72-41 Bipain KoHTpONK AKOCTI
(+38C44)207-72-C4 YnorHOBaMeHa ocoba 3 AKOCTI | J

(+28044)2C7-72-27 YnoeHosaxeHa ocoba 3 dapmakoHarnagy

Ceprudikar akocri / Ceptudikar aHanisy Ne 170000008912

1. HalimeHyBaHHA NpoAYKUii: HATPIKD ADEHO3MHTPHUGOCOAT-AAPHILA

{Ha3Ba, CUNa AiifakKTUBHICTL, NiKapcbKa dopma Ta 1 M po3duHy micTuth ATQ auHaTpiesel coni {ageHo3nHy TpudocdaTty

po3Mip YNakoBKW (iAeHTUYHO A0 TEKCTY Ha AuHatpiesol coni) 10 mr

yNakoBLi roToBCI NpoAyKLii)) PO34MH AnA iH'ekUii, 10 mr/mn no 1 mn B amnyai; N10 (5x2) 8 nayui 3
MapKYBaHHAM YKPaIHCBKOIO Ta POCICbKOI MOBaMK

2. Homep cepii: VD30722

3. Posmip cepii: 24,626 TYN

4. KpaiHa-BUpOGHWK: YKpaiHa

5. HaiimeHyBaHHA KpaiHM / KpaiH npusHaYeHHA YKpaiHa

AnA cepii:

6. Homep peecTpauifiHoro nocsigyeHHn: UA/2098/01/01
7. flata BupoGHMLUTBa: 07.2022

8. flaTa 3aKiHYe€HHA TepMiHY NPUAATHOCTI 07.2024

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

9. Haspa, agpeca Ta HOMepW AiLeH3iA BCiX BUpoGReHO, BKAIDYAUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
AiINbHULE BUPOGHULITBA | KOHTPONKD AKOCTI; «PapmauesTryHa dipma «JapHuUA» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
Ceprndikatn signosinHocri 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 ao peectpauiiiHore noceigueHHa NeUA/2098/01/01 gig 17.12.2019
Ne24 88, 3i 3miHaMK

PesynbraTi aHaniay:

N2 n.n. HailiMeHyBaHHA NOKazHWUKa Byvmorn HopmMaTHBHOI JOKYMeHTaL il Pe3ynbTart aHanisy
1 Onuc Mposopa BezbapeHa abo 3nerka xoBTaBa pigvHa Bignosigae
2 InenTndikauia A Y{-cNekTp NOrWHaHHS BunpoboByBaHoro posuuy (b), Bignosigac

NPUroToBaHOIO, AK oNuCaHo B po3dini "KinbkicHe BU3HAYEHHA", B
obnacti Big 240 Hm Ao 350 HM NOBWHEH MAT MAKCMYM 3a JOBNUHU
XBUNi (259+2) HM
3 InenTndikauia B Ha xpomaTorpamax BMNpoOOBYBaHOrD pa3uUHY (@) | po3unHy Bignosigac
NOpPIBHAHHSA, 0aepKaHuX y po3gini "KinbkicHe BU3HaueHHA", yacn
YTPUMYBaHHS Mika HaTpilo ageHosuHTpudocdaty (Na-ATD) mawTb

cnienagaTtu

4 InenTndikauia C Konboposa peakuis {neHTosa) Bignosigac
5 lnenTndikauia D YTs0peHHA Binoro KpucTanivHoro ocagy (pocdarn) Bignosigac
6 Mpo3sopicTb MpenapaTt mac 6yTH NPO3OPUM Bignosigac
7 KonbopoBicTh 3abapeneHHa npenapaty He mac 6yTH IHTEHCMBHIWIWM 3a eTanoH Y7 Bignosigae
8 pH 70-73 71

9 O6'em, WO BUTATAETHCA Mpenapat mMac Bignosigaty Bumoram JOY, 2.9.17 Bipnosigae
10 CTepunbHicTb MpenapaTt mac 6yTH CTEPUIBHIM CTeprnbHUI

Crop. 132



MpoacsxkeHHa CepTudikar Axocti / CepTudikar ananizy N2 170000008912 m ‘I|I||‘I”l”ll||”I|||"‘|Im|“|m" m

11 MexaHiuHi BKNioYeHHA: BARUMI Bignoeigae sumoram AOY, 2.9.20 Bipnosigae
YaCTMHKK

12 MexaHiuHi BKNoueHHA: HeBWAWMI  Bignoeinae sumoram JQOY, 2.9.19, meton 1.B Bipnosigae
YaCTMHKK

13 BakTepuanbHi €HAOTOKCUHA Menuwe 70 MOfmn Bipnosigae

14 AHOMalbHa TOKCUUHICTD MpenapaT Mac 6YTH HETOKCUYHAM He ToKcMuHUA

15 KinbKicHe BU3HaYEHHA Na-AT® 9,5 - 10,5 mrimn 10,1 wmr/mn

16 YnakoeKa BignoeigHo go MKA N3 Bipnosigae

17 MapKyBaHHA BignoeigHo go MKA N3 Bipnosigae

11. KomeHTapi:

12. ¥YmoBn 36epiraHHa:

13. 3anBa npo cepTugikadiro:

bes KomeHTapie

B opurivanbHi ynakosui npu Temnepatypi gig 2°C go 8°C. 36epirati B8 HegoCTynHoOMY ANA
JiTeln Mmicui.

Lium nigreepayio, Wwe Bci BupoBHMYi cTagil anA uiel cepii rotooi npoaykuii 6ynu nposegeHi
B NOBHIRA BIAMNOBIAHOCTI 3 BUMOraMy, BCTAHOBNEHUMY B YAHHOMY KepiBHUUTEI no GMP,
aateepaxeHomy MiHicTepcTBOM OXOPOHY 3A0pP0OB'A YKpaiHK, | 3 BUMOraMy peecTpauiiHoro
AOChE KpaiHW NPU3HAYeHHA

Cepia gossoneHa Ao peanisauii / BinpaHTaKeHHA 3 22.08.2022

MNIb: OxoTHikoea T.M.

Mocapa: YnoBHoBaXeHa ocoba

MianucaHo enekTPoHHUM nignvcom: 22.08.2022  17:52

3aTBEpAXKYHO

Crop.232



Anpeca 02093, M. Kwis, Byn. Bopwcninbebka, 132
Ten. /Makc: (+38044)568-32-10 MNpuimancHa
ﬂ n p H u u g (+28C44)2C7-72-41 Bipain KoHTpONK AKOCTI
(+38C44)207-72-C4 YnorHOBaMeHa ocoba 3 AKOCTI | J

(+28044)2C7-72-27 YnoeHosaxeHa ocoba 3 dapmakoHarnagy

Ceprudikar akocri / Ceptudikar aHanisy Ne 170000008912

1. HalimeHyBaHHA NpoAYKUii: HATPIKD ADEHO3MHTPHUGOCOAT-AAPHILA

{Ha3Ba, CUNa AiifakKTUBHICTL, NiKapcbKa dopma Ta 1 M po3duHy micTuth ATQ auHaTpiesel coni {ageHo3nHy TpudocdaTty

po3Mip YNakoBKW (iAeHTUYHO A0 TEKCTY Ha AuHatpiesol coni) 10 mr

yNakoBLi roToBCI NpoAyKLii)) PO34MH AnA iH'ekUii, 10 mr/mn no 1 mn B amnyai; N10 (5x2) 8 nayui 3
MapKYBaHHAM YKPaIHCBKOIO Ta POCICbKOI MOBaMK

2. Homep cepii: VD30722

3. Posmip cepii: 24,626 TYN

4. KpaiHa-BUpOGHWK: YKpaiHa

5. HaiimeHyBaHHA KpaiHM / KpaiH npusHaYeHHA YKpaiHa

AnA cepii:

6. Homep peecTpauifiHoro nocsigyeHHn: UA/2098/01/01
7. flata BupoGHMLUTBa: 07.2022

8. flaTa 3aKiHYe€HHA TepMiHY NPUAATHOCTI 07.2024

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

9. Haspa, agpeca Ta HOMepW AiLeH3iA BCiX BUpoGReHO, BKAIDYAUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
AiINbHULE BUPOGHULITBA | KOHTPONKD AKOCTI; «PapmauesTryHa dipma «JapHuUA» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
Ceprndikatn signosinHocri 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 ao peectpauiiiHore noceigueHHa NeUA/2098/01/01 gig 17.12.2019
Ne24 88, 3i 3miHaMK

PesynbraTi aHaniay:

N2 n.n. HailiMeHyBaHHA NOKazHWUKa Byvmorn HopmMaTHBHOI JOKYMeHTaL il Pe3ynbTart aHanisy
1 Onuc Mposopa BezbapeHa abo 3nerka xoBTaBa pigvHa Bignosigae
2 InenTndikauia A Y{-cNekTp NOrWHaHHS BunpoboByBaHoro posuuy (b), Bignosigac

NPUroToBaHOIO, AK oNuCaHo B po3dini "KinbkicHe BU3HAYEHHA", B
obnacti Big 240 Hm Ao 350 HM NOBWHEH MAT MAKCMYM 3a JOBNUHU
XBUNi (259+2) HM
3 InenTndikauia B Ha xpomaTorpamax BMNpoOOBYBaHOrD pa3uUHY (@) | po3unHy Bignosigac
NOpPIBHAHHSA, 0aepKaHuX y po3gini "KinbkicHe BU3HaueHHA", yacn
YTPUMYBaHHS Mika HaTpilo ageHosuHTpudocdaty (Na-ATD) mawTb

cnienagaTtu

4 InenTndikauia C Konboposa peakuis {neHTosa) Bignosigac
5 lnenTndikauia D YTs0peHHA Binoro KpucTanivHoro ocagy (pocdarn) Bignosigac
6 Mpo3sopicTb MpenapaTt mac 6yTH NPO3OPUM Bignosigac
7 KonbopoBicTh 3abapeneHHa npenapaty He mac 6yTH IHTEHCMBHIWIWM 3a eTanoH Y7 Bignosigae
8 pH 70-73 71

9 O6'em, WO BUTATAETHCA Mpenapat mMac Bignosigaty Bumoram JOY, 2.9.17 Bipnosigae
10 CTepunbHicTb MpenapaTt mac 6yTH CTEPUIBHIM CTeprnbHUI

Crop. 132



MpoacsxkeHHa CepTudikar Axocti / CepTudikar ananizy N2 170000008912 m ‘I|I||‘I”l”ll||”I|||"‘|Im|“|m" m

11 MexaHiuHi BKNioYeHHA: BARUMI Bignoeigae sumoram AOY, 2.9.20 Bipnosigae
YaCTMHKK

12 MexaHiuHi BKNoueHHA: HeBWAWMI  Bignoeinae sumoram JQOY, 2.9.19, meton 1.B Bipnosigae
YaCTMHKK

13 BakTepuanbHi €HAOTOKCUHA Menuwe 70 MOfmn Bipnosigae

14 AHOMalbHa TOKCUUHICTD MpenapaT Mac 6YTH HETOKCUYHAM He ToKcMuHUA

15 KinbKicHe BU3HaYEHHA Na-AT® 9,5 - 10,5 mrimn 10,1 wmr/mn

16 YnakoeKa BignoeigHo go MKA N3 Bipnosigae

17 MapKyBaHHA BignoeigHo go MKA N3 Bipnosigae

11. KomeHTapi:

12. ¥YmoBn 36epiraHHa:

13. 3anBa npo cepTugikadiro:

bes KomeHTapie

B opurivanbHi ynakosui npu Temnepatypi gig 2°C go 8°C. 36epirati B8 HegoCTynHoOMY ANA
JiTeln Mmicui.

Lium nigreepayio, Wwe Bci BupoBHMYi cTagil anA uiel cepii rotooi npoaykuii 6ynu nposegeHi
B NOBHIRA BIAMNOBIAHOCTI 3 BUMOraMy, BCTAHOBNEHUMY B YAHHOMY KepiBHUUTEI no GMP,
aateepaxeHomy MiHicTepcTBOM OXOPOHY 3A0pP0OB'A YKpaiHK, | 3 BUMOraMy peecTpauiiHoro
AOChE KpaiHW NPU3HAYeHHA

Cepia gossoneHa Ao peanisauii / BinpaHTaKeHHA 3 22.08.2022

MNIb: OxoTHikoea T.M.

Mocapa: YnoBHoBaXeHa ocoba

MianucaHo enekTPoHHUM nignvcom: 22.08.2022  17:52

3aTBEpAXKYHO

Crop.232



Anpeca 02093, M. Kwis, Byn. Bopwcninbebka, 132
Ten. /Makc: (+38044)568-32-10 MNprimancHa
ﬂ n p H u u g (+28C44)2C7-72-41 Bipain KoHTPONKD AKOCTI
(+38C44)20C7-72-C4 YnorHOBaMeHa ocoba 3 AKoCT | J

(+28044)2C7-72-27 YnoeHosaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar akocri / Ceptudikar ananisy Ne 170000008913

1. HalimeHyBaHHA NpoAYKUii: HATPIKD ADEHO3MHTPHUGOCOAT-AAPHILA

{Ha3Ba, cUNa AiifakKTUBHICTL, fiKapcbKa dopma Ta 1 M po3uuHy micTuTh ATQ anHaTpiesol coni {ageHo3nHy TpudocdaTty

po3Mip YNakoBKW (iAeHTUYHO A0 TEKCTY Ha AuHatpiesol coni) 10 mr

yNakoBLi roToBCT NpoAyKLii)) PO34MH AnA iH'ekUii, 10 mr/mn no 1 mn B amnyni; Ne10 (5x2) B naudi 3
MapKYBaHHAM YKPaiHCBKOIO Ta POCICbKOI MOBaMK

2. Homep cepii: VD40722

3. Posmip cepi: 20,922 TYN

4. KpaiHa-BUpOGHNK: YKpaiHa

5. HaiimeHyBaHHA KpaiHM / KpaiH npusHaYeHHA YKpaiHa

AnA cepii:

6. Homep peecTpauifiHoro nocsigyeHHn: UA/2098/01/01
7. flata BupoGHMLUTBa: 07.2022

8. flaTa 3aKiHY€HHA TepMiHY NPUAATHOCTI 07.2024

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

9. Hasea, agpeca Ta HOMepW RileH3iA BCiX BUpOGReHO, BKAIDYAUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
AiINbHULE BUPOGHULITBA | KOHTPONKD AKOCTI; «PapmauesTryHa dipma «JapHuUA» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
Ceprndikatn signosinHocri 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 noceigueHHa NeUA/2098/01/01 gig 17.12.2019
Ne2488, 3i 3miHaMn

PesynbTaTi aHaniay:

N2 n.n. HaiiMeHyBaHHA NOKazHWUKa Bumorn HopmMaTHBHOT AOKYMeHTaL il Pe3ynbTart aHanisy
1 onunc Mposopa BezbapeHa abo 3nerka xoBTaBa pigvHa Bignosigae
2 InenTndikauia A Y{-CcnekTp NOrWHaHHS BunpoboByBaHoro posuuny (b), Bignosigac

NPUroToBaHOro, AK oNuCaHo B po3dini "KinbkicHe BU3HAYEHHA", B
obnacti Big 240 Hm Ao 350 HM NOBWHEH MAT MAKCAMYM 3a JOBAUHU
XBUNi (259+2) HM
3 InenTndikauia B Ha xpomaTorpamax BMNpaOOBYBaHOrO pasuUHy {a) | po3unHy Bignosigac
NOopiBHAHHSA, oaepKaHuX y po3gini "KinbkicHe BU3HaueHHA", yacu
YTPUMYBaHHS Mika HaTpilo ageHosuHTpudocdaty (Na-ATD) mawTb

cnienagaTtu

4 InenTndikauia C Konboposa peakuis {neHTosa) Bignosigac
5 lnenTndikauia D YTs0peHHA Binoro KpucTanivHoro ocagy (pocdarn) Bignosigac
6 Mpo3sopicTb MpenapaTt mMas 6yTH NPO3oPUM Bignosigac
7 KonbopoBicTh 3abapeneHHa npenapaty He mac 6yTH IHTEHCMBHIWIWM 3a eTanoH Y7 Bignosigae
8 pH 70-73 71

9 O6'em, WO BUTATAETHECA MpenapaT mMac Bignoeigaty Bumoram JOY, 2.9.17 Bipnosigae
10 CTepunbHicTb MpenapaTt mMac 6yTH CTePUIBHUM CTeprnbHUI

Crop. 132



MpoacexkeHHa CepTudikat Axocti / CepTudikar ananizy N2 170000008913 m ‘I|I||‘I”"‘Il||”I|||"‘|Im|“||" || m

11 MexaHiuHi BKNioYeHHA: BARUMI Bignoeipae sumoram AOY, 2.9.20 Bipnosigae
YaCTMHKK

12 MexaHiuHi BKNioueHHA: HeBWAWMI  Bignoeigae sumoram JOY, 2.9.19, meton 1.B Bipnosigae
YaCTMHKK

13 BakTepuanbHi €HAOTOKCUHN MeHuwe 70 MOfmn Bipnosigae

14 AHOMalbHa TOKCUUHICTD MpenapaTt Mac 6YTH HETOKCUYHUM He ToKcMuHUA

15 KinbKicHe BU3HaYEHHA Na-AT® 9,5 - 10,5 mrimn 10,0 wmr/mn

16 YnakoeKa BignoeigHo go MKA N3 Bipnosigae

17 MapKyBaHHA BignoeigHo go MKA N3 Bipnosigae

11. KomeHTapi:

12. ¥moBn 36epiraHHA:

13. 3aaBa npo cepTugikauiro:

bes KomeHTapie

B opuriHanbHif ynakosui npu Temnepatypi gig 2°C go 8°C. 36epirati B8 HegoCTyNHOMY ANA
JiTeln micui.

Lium nigreepayio, Wwe Bci BupoBHWYi cTagil anA uiel cepii rotooi npoaykuii 6ynu nposegeHi
B NOBHINA BIANOBIAHOCTI 3 BUMOraMy, BCTAHOBNEHUMY B YAHHOMY KepiBHUUTEI no GMP,
aateepaxeHomy MiHicTepcTBOM OXOPOHM 3A0pPOB'A YKpaiHK, | 3 BUMOraMy peecTpauiiHoro
AOCbE KpaiHW NPU3HAYeHHA

Cepia nossoneHa Ao peanisauii / BinpaHTaxKeHHA 3 22.08.2022

MIb: OxoTHikoea T.M.

Mocapa: YnoBHoBaXxeHa ocoba

MianucaHo enekTPoHHUM nignvcom: 22.08.2022  18:05

3aTBEpAXKYHO
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Appeca 02083, M. Kuis, Byn. Bopucoinkcwhxa, 13 /
Ten./Paxc: (+38044)568-32-10 ﬂpui'odanbnaj 0031 970
(+38044)207-73-41 Bimmin xOHTPOMO AKOCT

(+38044)207-73-04 YnomHosawxena ocofa 8 sxocTi
(+38044)207-73-27 VYnoenoBaxena ocofa 8 dapMakoHarnany

CepTudikar cepii nikapcbkoro 3acoby

1. HaMeHyBaHHA, cuna HATPIIO ADEHO3UHTPUOOCOAT-AAPHMUA

_ Aii/akTUBHICTb, NikapcbKa hopmMa Ta 1 M po3unHy MictTute AT AuHAaTpiesoi coni (ageH‘oanym

g Po3Mip ynakoBkM (i0eHTUYHO TekcTy Ha Tpudocdary guHaTpiesoi coni) 10 Mr, po3unH ANsA iH'ekuin, 10

g ynakosui rotoBoi npoaykuii): Mr/mn _h " ‘
no 1 mn B amnyni; No 5 aMmnyn y KOHTYPHIN YapyHKosii ynakosy;
No 2 KOHTYpHI YapyHKOBI YNaKoBKY B NauLyi 3 MapKyBaKKAM
YKPAIHCBKOK Ta POCINCHKOK MOBaMu

it

1 2. Homep cepii roToBoi npoaykuii: VD61121 Poamip cepiic 18223 ynak.
:g 3. KpaiHa-BupoBHUK: YkpaiHa

?i 4. HaMeHyBaHHA Kpainu / KpaiH Ykpaixa

é NPU3HAYeHHA ANsA cepil:

;; 5. Homep peecTpauiitvoro UA/2998/01/01

§§ MOCBIAYEHHs:

4 6. NaTta BUpoBHMUTBEA Nuctonap 2021

7. [ara 3akiHueHHA TepMiHy 11.2023

npuaaTHoCTI (Micaub i pik, nicna gakoro
N3 He 3acTocoByeTLCA):

s St

——

x% 8. Hasea, anpeca Ta Homepw niueHsiin BMPOBNEHO, BKMIOMAHYH YNakoBKY/MapKyBaHHS Ta KOHTPONb

% BCiX AINAHOK BUPOBHUUTRA i AKOCTI Ka MpAT «®apmaleBTuyHa gipma «JAPHWUA» 3a

i KOHTPONIO SKOCTI: aapecoto: M Kuis, Byn. Bopucninsceka, 13; niuenaia AB Ne

ég 598086, ceinouTBO Npo aTtecTauio nabopaTopin BKA Ne 128:

§% KOHTpOnb AKOCT 3a koHTpakTom: AHAMN no KA N13 AY «lHeTuTyT
‘% rpomancekoro spopos's iM. A -H. Mapseesa HAMH Ykpaiuu » 3a
%f appecoto: M Kuis, Byn. Monyapekka, 50; ceigoutso npo

5 atecrauirc nabopaTopii Ne 305

4 9. Ceprudpikatu BianosigHocTi GMP ceptudikat 035/2019/GMP

';;% BCIX AiNSIHOK, 3a3Ha4YeHuX y n.8:

% 10. PesyneTartu ananisia: HaBefAeHi B cepTudikari aHanisy (noaartok 1)

% 11. KomenTapi: 30epiratit B opuriHansHii ynakosui npu Temneparypi sig 2 °C o

8 °C . 36epiratn 8 HEACCTYNHOMY ANA 4iTen Micyi

12. 3asiBa npo ceprudhikauiw: LUum ninTeepaxyio, Wo Bei BUpoBHUYI cTaaii ans wiei cepil
roTosoi npoAykuii 6ynu nposeaeHi 8 NosHIM 8iaNOBIGHOCTI 3
BUMOraMu, BCTaHOBNEHWMM B YUHHOMY KepiBHuUTBI no GMP.
3areepAxeHoMy MiHicTepcTBOM 0XOpoHW 300poB's Ykpaiku, i 3
BUMOraMi peecTpauliiioro 4OCLE KpaiHn NpusHadeHHs

13. IM’s1 Ta npisBuuwe YnoBHOBaXeHOT
ocobu, AKa 3ailicHIoE cepTudikauiro
cepii:

— e
:‘;»?5% e SR B

14. Mianuc YnoBHoBaxeHo! ocobu, fka
30IACHIOE cepTudikauito cepil:

15. NaTta nignvcaHHs: |
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CeptuddikaTt aHanisy Ne 6

HaimMeHyBaHHA npogykuii: HATPIO ADEHOBUHTPUDOCGAT-LAPHULSA, pO34uH Ans iH'cKuiﬁ,_m Mrimn, no 1mn
B @mnyri; No 5 aMnyn y KOKTYPHIA YapyHKOsifA YNaKoBUi; N0 2 KOHTYPHI YapyHKOBI
YNAaKOBKU B NauLi 3 MapKyBaHHAM yKpaTHCLKOWO Ta POCIACBKOK MoBaMU
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Homep cepii: VD61121 Poamip cepil: 18223 ynak.

Homep peectpayiittoro UA/2998/01/01

nocBig4eHHA:

AHani3 BUKOHaHUN 3a: MK# 13 no peectpauintore nocaiguens NeUA/2998/01/01 Bin 17.12.2019 Ne2488 i
3MiHaMu

Pesynwratu ananiay:

Nen.  HaimeHyBaHHa nokasHuka Bumoru HopMatusHoi nokyMeHTawji PesyneTar ananiay
1 Onwuc Mposopa BesbapseHa abo anerka xosTasa piavHa Bianosigae
2 lgenTudikauia A. YO-CnekTp nornuHanHs BUMNpoBosyBaHoOro posuuHy (b), Bianosinae

NPUraToBaKOro, AK oNucaHo B posgini "KinekicHe BU3HEYEHHA", B

oBnacri 8ig 240 Hm 0o 350 HM NOBUHEH MaTK MaKkCuMyM 3a

AOBXUHK XBUNI (25942) Hm

B. Ha xpomarorpamax sunpobosysarkoro posunHy (a) | PO34MHY Bianosigae
NOPIBHAHHA, 0AEPHaHWX y posaini "Kinbkiche BM3HAYEHHRA", JYacu

YTPUMYBAHHA nika HaTpio afpeHosuHTpudocdaty (Na-AT®) mMawTs

crisnanatu
C. Konwoposa peakuin (nentosa) Binnoeinae
D. ¥YraopekHn Binoro kpucTaniykoro ocaay (chocaru) Bianosigae
3 Nposopicts Mpenapar mae 6yTv nposcpum Bignosinae
4 KonvoposicTb 3abapenenns npenapaty He Mae OyTH iHTeHCHBHIWWM 32 eTanon  Bignosinae
Y7
5 pH 7.0-73 7l
6 OB'em, wo BuTaracTsen Mpenapar mae signosinatu sumoram doy, 2.9.17 Bignosigae
7 CrepunbHicts Mpenapat mae 6yTv cTepunsHum Crepunshuii
8  AHOMansHa ToKCUYHiCTL Mpenapar mae 6yTu HeTOKCUYHIUM He Tokcuunmi
8  bakTepianbHi eHAOTOKCUHY Meswe 70 MO/mn Bianosinae
10 Mexawiuni grnioveHHs Bignosiako o MKS N3 Binnosinae
11 Kinbkicke BusHavenHs Na-ATd 9.5 -10,5 mr/mn 9,9 MrimMn
12 Ynaxoexa Bianosiaso no MKH N3 Binnosinae
13 MapkyaanHs BianosiaHo no MKA N3 Bianosigae

Hara zaxiH4yeHHn TEPMIHY npuaaTHooTi: 11.2023

36epirarHa; 3Bepiratv B opurikansHii ynaxoeui npu Temneparypi sig 2 °C 1o 8 °C . 36epiratv 8 HEQOCTYNHOMY ANns
aiten micui

BucHorok: Bignosisae sumoram MK N3 Ac peecTpadiiHoro nocsiguenHa NeUA/2998/01/01 BiQ 17.12.2019 Ne2488, ai
3IMiHaMK

Hara nignucannn: (" g _(',(" 7202 { Hauanehuk BKR: -/

®epnopyyk C.B.
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