Anpeca 02093, M. Kwis, Byn. Bopwcninbebka, 132
Ten. /Makc: (+38044)566-68-78 lNpuiimancHa
ﬂ n p H u u g (+28C44)2C7-72-41 Bipain KoHTpONKD AKOCTI
(+38C44)207-72-C4 YnorHOBaMeHa ocoba 3 AKoCT |

(+28044)2C7-72-27 YnoeHosameHa ocola 3 dapmakoHarnagy

Ceptudikar akocri / Ceptudikar aHanisy Ne 170000016883

1. HalimeHyBaHHA NpoAYKLIi: MEQEHAMIHOBA KMCNOTA-OAPHMLA

{Ha3Ba, CUNa AiifakTUBHICTL, NiKapcbka dopma Ta 1 TabneTka mMicTUTb MedeHamiHOBOT KWCNoTK 500 mr

po3Mip YNakoBKW (iAeHTUYHO A0 TEKCTY Ha TaGneTku no 500 mr no 10 TaGneToK ¥ KOHTYPHIN YapyHKOBIW ynakosui; no 2
yNakoBLi roToBCT NPOAYKLIi)) KOHTYPHI YapyHKOBI YMAaKOBKM B NayLli 3 MapPKYBaHHAM YKPaiHCbKOI0 MOBOK
2. Homep cepii: FH10123

3. Posmip cepi: 33,320 TYN

4. KpaiHa-BUpOGHNK: YKpaiHa

5. HaiimeHyBaHHA KpaiHuM / KpaiH npu3sHaYeHHA YKpaiHa

AnA cepii:

6. Homep peecTpanifiHoro nocsigyeHHn: NeUA/7015/01/01
7. flata BupoGHMLUTBA: 01.2023

8. flaTa 3aKiHYe€HHA TepMiHY NPUAATHOCTI 01.2025

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

9. Haspa, agpeca Ta HOMepW RileH3iA BCiX BUpoGReHO, BKAIDYAOUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
AiINbHULE BUPOGHULITBA | KOHTPONAK AKOCTI; «PapmauesTU4Ha dipma «JapHuuA» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
Ceprndikatn sipnosinHocti GMP Bcix 13;

AINbHULb: nileHzia AB Ne598086;

CBigoUTBO Npo atecTauile naGopaTtopii BKA N¢ 128;
cepTudikat GMP N2 060/2022/GMP

10. AHani3 BUKOHaHWH 3rigHo: MKA /13 po peectpauifiHore noceiguyeHHa NeUA/7015/01/01 gig 09.08.2017
Ne820, 3i amiHamn

Pe3synbTaTi aHaniay:

N2 n.n. HailiMeHyBaHHA NOKazHWUKa Bumorn HopmMaTHBHOI AOKYMeHTaL i Pe3ynbTart aHanisy

1 Oonue TabneTkn cipyBato-6inoro Konbopy 31 31erka #oBsTaBuM abo Binnosigae
3eNeHyBaTUM BITIHKOM, MIOCKOUMTIHARPWYHO! GopmMi, 3 dackalo |
PUCKOID, ONYCKAETHCA MAPMYPOBICTE

2 InenTndikauia A IY-cnekTp odepkaHoro 3anuliky mMac BignosinaTh cnexTpy Bignosigae
CTaHAAPTHOTO 3pa3ka MedeHaminoBol kncnotn (EP CRS, USP RS
abo ©C3 [ay)

3 lnenTndikauis B YO-CnekTp NorvMHaAHHA BUNpoboBYBaHOTo PO3UAHY, NPUIoToBaHoro, Bigpnosigae
AK ONWCaHo B po3fini «KinbkicHe BU3HaueHHA», B o6nacTi Big 220 Hm
nio 400 HM NOBUHEH MaTW MAKCHMYM 38 LOBKUHW XBANI (285 £ 2) HM

4 OaHOpIgHICTE A030BaHWX OfMHULL  Bignosigae sumoram AOY, 2.9.40. Mpuidmanbre uncne AV< 15,0 % Bignosigae
5 Po3napaHHA He &inbwe 15 xB 4 XB

6 2,3-lumeTnaHiniy He 6inbwe 0,01 % (100 ppm} Bignosigae
7 CynpoBifiHi fOMILIKK Byab-aKkol AomilLKKM — He Binble 0,2 % Bipnosigae
) Po3ynHeHHA Bianoeigae sumoram JOY, 293 npn Q =75 % 3a 45 xB Bipnosigae
9 Mikpobionoriuna yncrota Bianoeigho ao MKA N3 Binnosigae
10 KinbKicHe BU3HaUYEHHS MegeHaminoBol Kncnotn 475 - 525 mritab 491 wmr/tabn.

Crop. 132



MpoacexkeHHa CepTudikar Axocti / CepTudikar ananizy N2 170000016883 m ‘I|I||‘I”l”ll||”I||""‘I|"‘"|II”| m

11 YnakoeKa BignoeigHo go MKA N3 Bipnosigae

12 MapKyBaHHA BignoeigHo go MKA N3 Bipnosigae

11. KomeHTapi: bes komeHTapiB

12. ¥YmoBn 36epiraHHa: B opwrianbHi ynakosui npu Temnepatypi He Buwe 25°C. 36epirath B HeAOCTYNHOMY ANA
JiTeln Mmicu,i.

13. 3aaBa npo cepTugikadiro: Llum nigareepaxyio, Wo BCi BUpoBHUYI cTagil Ans Liel cepil roTogol npoaykuil 6ynu nposeneHi
B NOBHIMA BIANOBIAHOCTI 3 BUMOraMy, BCTaHOBNEHWUMY B YAHHOMY KepiBHUUTEI no GMP,
aateepaxeHomy MiHicTepcTBOM OXOPOHM 3A0pPOB'A YKpaiHK, | 3 BUMOraMy peecTpauifiHoro
AOCBE KpaiHW NPU3HAYeHHA

Cepia gossoneHa Ao peanisauii / BinpaHTaxKeHHA 3 14.02.2023

3aTBepAXKYO
Mib: KopoTtrkoea Q..

Mocapa: YnoBHoBaXxeHa ocoba

MianucaHo enekTpoHHUM nignvcom: 14.02.2023  10:43

Crop.232



MpoposkeHHA CepTudikart Akocti / CepTudikat aHanisy Ne 170000004064

12 MapkyBaHHA BignoeigHo ao MKA N3 Bipnosinae

11. KomeHTapi: *MepiofAMUHICTD KCHTPONID B KOXHIA 10 cepii

12. ¥YmoBn 36epiraHHa: B opuriHanbHi¥ ynakosui npu Temnepatypi He Bule 25°C. 36epirath B HeAoCTYNHOMY ANA
JiTeln micui.

13. 3aaBa npo cepTugikauiro: Lum nigreepaxyio, Wo BCi BUpoBHKYI cTagil Ans Uiel cepil roTogol npoaykuil 6ynu nposeneHi
B NOBHINA BIANOBIAHOCTI 3 BUMOramy, BCTAaHOBNEHWUMY B YAHHOMY KepiBHUUTEI no GMP,
aaTeepaxeHomy MiHicTepcTBOM OXOPOHY 3A0POB'A YKpaiHK, | 3 BUMOraMu peecTpauiiHoro
AOCBE KpaiHW NPU3HAYeHHA

Cepia gosBoneHa Ao peanisauii / BinpaHTaKeHHA 3 28.04.2022

3aTBEpAXYIO
Mib: KopoTtrkeoea O.I.

Mocaga: YnoBHoBa)KeHa ocoba

MignucaHe enekTPOHHUM Mignvcom: 28.04.2022

Crop.232



Appeca C2C%2, wm. KuiB, syn. Bopucninbcbka, 13

Ten. /Makc: {+38044)5658-32-10 [MpuiAmanbHa

n n p H u u ﬁ (+38044)207-73-41 Bigain KoHTpom AKoCTi
(+38044)207-73-04 YnoeHosameHa ocoba 3 AKoCTi
(+38044)207-73-27 ¥YnoeHosaweHa ocoba 3 GapmakoHarnagy

Ceptudikar akocri / Ceptudikar aHanisy Ne 170000004064

1. HalilmeHyBaHHA NpoayKLii:

{Ha3Ba, cUNa AiifakTUBHICTL, NiKapcbKa dopma Ta
po3Mip YNakoBKW (iAeHTUYHO 0 TEKCTY Ha
YNakoBLi roToBCI NpoAyKLii))

2. Homep cepii:
3. Posmip cepi:
4. KpaiHa-BUpOGHNK:

5. HaiimeHyBaHHA KpaiHM / KpaiH npu3Ha4YeHHA
AnA cepii:

6. Homep peecTpauifiHoro nocsigyeHHn:

7. flata BupoGHMLUTBa:

8. flaTa 3aKiHYe€HHA TepMiHY NPUAATHOCTI

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

9. Haspa, agpeca Ta HOMepW RileH3iA BCiX
AiINbHULE BUPOGHULITBA | KOHTPONK AKOCTI;
Ceprndikatn signosinHocri GMP Bcix
AINbHULb:

10. AHani3 BUKOHaHWH 3rigHo:

Pe3synbTaTh aHaniay:

MEQEHAMIHOBA KMCNOTA-OAPHWLA

1 TabneTka MiCTUTb MedeHamiHOBOT KUCnoTK 500 mr

TaGnetku no 500 mr no 10 TaGneToK ¥ KOHTYPHIN YapyHKOBIW ynakosui; no 2
KOHTYPHI YapyHKOBI YMAaKOBKM B Nayli 3 MaPKYBaHHAM YKPaIHCbKOI0 MOBOIKD

FH150422
33,822 TYN
YKpaiHa

YKpaiHa

NeUA/7015/01/01
04.2022
04.2024

BUpOGReHO, BKAIDYAUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
«PapmauesTiyHa dipma «JapHuua» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
13;

niyeHzia AB Ne598086;

CBigoUTBO Npo atecTauile naGopatopii BKA Ne 128;

ceptudikat GMP N¢ 035/2019/GMP

MKA /13 ao peectpauiiiHore noceiguyeHHa NeUA/7015/01/01 gig 09.08.2017
Ne©20, 3i amiHamn

N2 n.n. HaiiMeHyBaHHA NOKazHUKa Byvmorn HopmMaTHBHOI AOKYMeHTaU il Pe3ynbTar aHanisy

1 Oonuc TabneTkn cipyBato-6inoro Konbopy 31 3n1erka »osTaBumM abo Bignosigae
3eNeHyBaTUM BITIHKOM, MIOCKOUWTIHAPWYHO! GopmMi, 3 dackalo |
PUCKOID, ONYCKAETHCA MAPMYPOBICTh

2 InenTndikauia A IY-cnekTp odepkaHoro 3anuliky mMac BignosinaTk cnexTpy Bignosigae
CTaHAAPTHOTO 3paska MedeHaminoBol kncnotn (EP CRS, USP RS
abo OC3 [ay)

3 lnenTndikauis B YO-CnekTp NorMHAHHA BUNpofoBYBaHOTO PO3UAHY, NPUIoTOBaHoro, Bigpnosigae
AK ONWCaHo B po3fini «KinbkicHe BW3HaueHHA», B o6nacTi Big 220 Hm
510 400 HM NOBUHEH MaTW MAKCHMYM 33 LOBKUHW XBANI (285 £ 2) HM

4 OAHOPIgHICTE A030BaHWX OfMHULL  Bignosigae sumoram Y, 2.9.40. Mpuidmanbre uncne AV< 15,0 % Bignosigae
5 PosnapaHHA He 6inbwe 15 xB 9 xe

6 2,3-lumetnaHiniy He 6inbwe 0,01 % (100 ppm} Bignosigac
7 CynposifiHi FOMiLIKK Byab-aKol AoMilLKKM — He Ginble 0,2 % Bipnosigae
) Po3ynHeHHA Bianoeigae sumoram JAOY, 293 npn Q=75 % 3a 45 xB Bipnosigae
9 Mikpobionoriuna yncrota BignoeigHo go MKA N3 Bipnoeigae *
10 KinbKicHe BU3HaUYEHHS MegenaminoBoi kncnotn 475 - 525 mritab 494 wmr/tabn.
11 YnakoBKa BignoeigHo go MKA N3 Bipnosigae

Crop. 132
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Agpec O2093, . Koo, WIr.
TeIx . S oarxa = (+3BBC4A4) S68—3I2—L0 I[Iprmcrasass

{+3IE04A44)Y) 207 ~T3 41 OO KOMDTPOIIFL  IKALILODCRI D
(H3IBOA4A4) 207 T3 ~C4 IFITONMMMOXLIOWNDILIIOD ITIMIXD IO NE LSBT

(+3BB80443 207 ~-T73-27 IVrroO mizoraOWoirsroe IIILIXO 0 DRI ICOIT S IXE O

BopsmCriOiinoeass , L3

CeprrmdoMKaT cepviM JNieKapcTeBeeHHOIro cpegcrsa

1. Haumme1osanme, cMria
AeAcTEBMRA/aKTHMEHNOCTE, NeKapociaBeHHasy
O PpMa M DASMe YISO mKM
{MOeHTHMYHO TEKCTY HAa YVNaKxoBxe
FOTOBOM NPOOVKLLVIM)C

2. Homiep cepMm roTOBOIR NMpOoOyKLIMM?
3. CTpaHa-rnpomMIsoiMYesik?

4. Hamme iopanpme orparHes § ocrpan
HazpavwyeHMA 015 cepus:

S, HoMe D PervcTrpPpammonHoro
VIOAOCTOBSP MM

B. Adara fipoMIasomcTeas:

. Odarva OoOKoHYaHMea CPOoOKa rogHOoOCTM
{rmaecsmy ¥ ron, Nocne Koroporoe JiC ke
MNP UMMSHSISTOCS )

8. Hazsanus, aapeca »m HoMepa
IFHMUSHIMNA BCEX YYRICTHOE
FMPOMIZIBCOAOoTEAa M KOHTRDONS KaveorTresas

G, CeprtrichKa Tl COOTEsaTeTEmss GVIP
BCeX YHUACTKOR, VKaZaHHbLIX = r1.8:

0. PesynbETaTksl aHanuIos:

11. KommerntTapmu:

12. Sasasnnernue © CepTMOMKanImMm:

5 rILAa, KoOTopoe
DTHMCDUKALMED Cepnn:

HOMOYeHHOrC nurLa,
renser
\?A&\Omwnut.ca ¥

B e
15, bm,ﬂmn Syl fnIncarusa:

MEDEHANMVMHOBASA KMCJIIOTA-OAPHMVLLIA

1 Tadtnerka coJepiXUT MedierammHOBOoR KcroTe! SO0 mmr,
TabtneTk no SO0 mr

Mo 10 rabnetToK 8 KORTYPRHONM SYeRKOBOW yrakoske; o 2
KOHTYDHDLIS AYeiKOoBLIS YyNakKosKM B MadYkKe C MIPKUPDOBKON Ha
VKDaVMHCKOM F3hike

FH201120
YKDRMHA
Yupauma

Pazmep ceprmn: 33470 yrnax.

UAS7O185/01/01

HOAGPE 2020
11.2022

FPOoOVSBSOeHO, BRKITIOUASN YHNakoBKY/ MBPKVDOBKY M KOHTPOSE
Kavecrsa Ha HAO «apMmauesTudecKas dorpma «IdapHuua» no
anapecy: r. Kues, yn. Bopuyucrionscerkas, 13:;

meHsua AB Ne 598086, camnerensocTeo 08 arracranmm
nabSopartopritt OKK Ne 128

cepTchnkaT O35/2013/G M

NnprisenerHdbl B cepTurudhnkare aranysa (oononHerne 1)

XPEHUTE 8 ORUTIMMHANBHONM ¥MNaxkosKe Npuv TemMneparypse He ssxilue
25°C

TTuiM NMOOTBEePNKOAaD, HWTO BCE MNMPOVSSBOOCTEEeHHbIS CTanAmy ans
ITOVI Cepry roToBOoN NPoayKLuy Ooirny Nporsseers! 8 nomnHoOM
COOTEBETCTEUM © TPeDOBaHVISIMY, YVOCTARHOBINISHHBIMM B
AencTeyriowen pykosogoerese no GMP, yreeprwaerHHoM
Munncrepcreom sapasooxXparHeHa YKparHbl, 11 ©
TReboBaHMSsIMY DEerMcTPaLoOHHOrO O0CHLEe CTIPath] HasraveHms.

0024603




penemem OO0 24608

CeprmdoumkaT arHanmza Ne 20

MEDEHAMMWMHORAS] KNCHOTA-OAPHVILIA, TaBreTky no SO0 wmr, no 10 TadSneTok 8
KOHTYPHOR AYSRKOBOR YNakosKe: Mo 2 KOHTYDHbIC AuUeikoBnIS YIIRAKOBKM B N@uKe C
MAPKUPOBKOM H& VKRPSMHCKOM RS3bLIKS

Hauvumernosarue PO KI8T

Hormep cepiis: FrH201120 Pazmep cepuin: 33476 yriax.

HomMmep permocrpammMoMHoro UASZO1SE01/701

YOOCTORS DS M

AMAMNME EBaIfTOrIHeN 1o MKK FIC oy 21.08.2018 « PerucrpaduvioHHOMY YIaOooToBepeH Ky NellA/ 70 15/01/01

FPeayrisTary @amMarnniaa:

Ne . HanMmMeHoBaHMe rnoKazarers TpeSosanie HOPMATMEHON QOKYMEHTI LMY Pesynsrar ananuaa

TaSneTk CeporaTo-Serord MBeTA SO CrerKa XeNTOSAThLIN 1 CooTReTCTBYST

BENeROBATLIM OTTEHKOM, NMNOCKOLMNUMHAPUWMECKON hopMbl, ©

PAcKoH 11 PUCKOP, QONYCKASTCH MPAMOPHOCTE

2 HMaernTrmdhuratims AL MK-CNerTp NonyawemM-Horo GCTaTREa AOMKEM COOTRETETE OB TE COOTESTCTHYRT
CNEKTRY CTradOaprHors oBpasiss MmedeoNamMmHOoOBO0 KIACMOT ! [¢==3 =
CRS, USP RS nnum ©CO Fdy)
B. YD-CnexTp rnornoueHns ucnaiTy&moro pacraopa,
NRUTroTOBNESMHONo, KaK ONVCaNo B PAaZAens "KoNnvmuecroamm-os
onpegeneHme” 8 o8nacTy OF 220 v A0 400 MM SOSBKEM MME T
MIKCUMY M T ONNHEe BOoNHbL (285423 rimm

1 Orncamme

CooTBEeTCTBYST

3 TOHODOAHOCTE AO0SMPOBAMHMEIX Coorsercrayer rpeSosanusan DY, 2.9.40. CooTEeTCTsYY
¥ SRV EEY MpremHoe Guerno AV < 15.0 %
< FPacnansaemoctTs He Sonee 15 mus 17 mmn
S 2, B-AdnmeTunaHnriis- He Gonee 0,01 % (100 ppm) CoorTsercrasyeT
) CTOMYTCTEBYIOWINME NpuiMmach JThroSot ripunmect - e Sonee 0.2 % COoOrBeTcTRYeT
¥ i FPacreopeHne CoorreTcrayer rpeSopanusanm MDY, 2.9.3 npu Q=75 % sa 45 mum CoorpeTrTcrayeTt
8 M OB MONOrMyYecrEa YncToTa Coorsercraaemn-Ho MKK f1C CooTsercrayeT
k=) KOonmmuecraeHHoe onpaaenaHme 4785 - 828 wvmir/Ttat 495 mrivas
PMEREHIMITHOBOM KMCIIO T
10 Y IIAROBKa CoorsercregerHo MKK 11C CoorsercraeyeT
11 MapxkvipoBra CooraercTsenHo MKK 1IC CToOOTBETCTRBYET
arTa OKOMYAaHNS CPpOoKa roagHocTm 11.2022
HKparnermie: XPaHMTE B OPUIMHANLHOR YNAKOBKES NPM TeMASPDaTy e HEe Bhilue 25°C
BaxnroMerHne: Coorgercreyer rpeoasamusim MKK FIC or 21.08.2019 « perncT HOMY YOAOCTOSCDSHWMIQ

NelUAZ7018/01/01

el F oo 5y
N«N&M\ 7 5 A ey HauvarnsHMK

, aeHKO BLA.




MpoposkeHHA CepTudikart Akocti / CepTudikar aHanisy Ne 170000000728

12 MapkyBaHHA BignoeigHo ao MKA N3 Bipnosinae
11. KomeHTapi: *NepioANYHICTD KOHTPONI B KOMHIA 10 cepil
12. ¥YmoBn 36epiraHHa: B opuriHanbHil ynakosui npu Temnepatypi He Bule 25°C.

13. 3aaBa npo cepTugikauito: Lum niareepaxyio, Wo BC BUpoBHKYI cTagil Ana Uiel cepil roTogol npoaykuil 6ynu nposeaeHi
B NOBHINA BIANOBIAHOCTI 3 BUMOramy, BCTAaHOBNEHWUMY B YAHHOMY KepiBHUUTEI no GMP,
3aTeepaxeHomy MiHicTepcTBOM OXOPOHY 3A0POB'A YKpalHK, | 3 BUMOraMu peecTpauiiHoro
AOCBE KpaiHW NPU3HAYeHHA

Cepia nossoneHa Ao peanisauii / BinpaHTaxKeHHA 3 31.01.2022

3aTBEpAXYIO
Mib: KopoTtrkeoea O.I.

Mocaga: ¥YnoBHoBa)KeHa ocoba

MignucaHe enekTpoHHUM Nignycom: 31.01.2022

Crop.232



Appeca C2C%2, wm. KuiB, syn. Bopucninbcbka, 13

Ten. /Makc: {+38044)5658-32-10 [MpuiAmanbHa

n n p H u u ﬁ (+38044)207-73-41 Bigain KoHTpom AKoCTi
(+38044)207-73-04 YnoeHosameHa ocoba 3 AKoCTi
(+38044)207-73-27 ¥YnoeHosaweHa ocoba 3 GapmakoHarnagy

Ceptudikar akocri / Ceptudikar aHanisy Ne 170000000728

1. HalilmeHyBaHHA NpoayKLii:

{Ha3Ba, cUNa AiifakTUBHICTL, NiKapcbKa dopma Ta
po3Mip YNakoBKW (iAeHTUYHO 0 TEKCTY Ha
YNakoBLi roToBCI NpoAyKLii))

2. Homep cepii:
3. Posmip cepi:
4. KpaiHa-BUpOGHNK:

5. HaiimeHyBaHHA KpaiHM / KpaiH npu3Ha4YeHHA
AnA cepii:

6. Homep peecTpauifiHoro nocsigyeHHn:

7. flata BupoGHMLUTBa:

8. flaTa 3aKiHYe€HHA TepMiHY NPUAATHOCTI

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

9. Haspa, agpeca Ta HOMepW AileH3iA BCiX
AiINbHULE BUPOGHULITBA | KOHTPONKD AKOCTI;
Ceprndikatn signosinHocri GMP Bcix
AINbHMLb:

10. AHani3 BUKOHaHWH 3rigHo:

PesynbraTi aHaniay:

MEQEHAMIHOBA KMCNOTA-OAPHWLA

1 TabneTka MiCTUTb MedeHamiHOBOT KUCnoTK 500 mr

TaGnetku no 500 mr no 10 TaGneToK ¥ KOHTYPHIN YapyHKOBIW ynakosui; no 2
KOHTYPHI YapyHKOBI YMAaKOBKM B Nayli 3 MaPKYBaHHAM YKPaIHCbKOI0 MOBOIKD

FH40122
34,328 YN
YKpaiHa

YKpaiHa

NeUIA/7015/01/01
01.2022
01.2024

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

niyeHzia AB Ne598086;

CBigoUTBO Npo atecTauile naGopatopii BKA Ne 128;

ceptudikat GMP N¢ 035/2019/GMP

MKA /13 ao peectpauifiHore noceiguyeHHa NeUA/S7015/01/01 gig 09.08.2017
Ne©20, 3i amiHamn

N2 n.n. HailiMeHyBaHHA NOKazHUKa Byvmorn HopmMaTHBHOI JOKYMeHTaL il Pe3ynbTart aHanisy

1 Oonuc TabneTkn cipyBato-6inoro Konbopy 3i 3n1erka »osTaBumM abo Bignosigae
3eNeHYBaTUM BITIHKOM, MIOCKOUWTIHARWYHO! GopmMi, 3 Gackalo |
PUCKOID, ONYCKAETHCA MAPMYPOBICTE

2 InenTndikauia A IY-cnekTp odepkaHoro 3anuliky mMac BignosinaTh cnexTpy Binnosigae
CTaHAAPTHOTO 3paska MedeHaminoBol kncnotn (EP CRS, USP RS
abo OC3 [aY)

3 lnpenTndikauia B YO-CnekTp NorMHAHHA BUNpoDoBYBaHOTO PO3UMHY, NPUroToBaHoro, Bigpnosigae
AK ONWcaHo B po3fini «KinbkicHe BU3HaueHHA», B o6nacTi Big 220 Hm
510 400 HM NOBUHEH MaTW MAKCHMYM 33 LOBKUHW XBANI (285 £ 2) HM

4 OaHOpIgHICTE A030BaHUX OfMHULL  Bignosigae sumoram AdY, 2.9.40. Mpuidmanbre uncne AV< 15,0 % Bignosigae
5 PosnapaHHA He 6inbwe 15 xB 10 xB

6 2,3-lumetnaHiniy He 6inbwe 0,01 % (100 ppm} Bignosigac
7 CynpoBsifiHi fomiLIKK Byab-aKol AoMilLKKM — He Binble 0,2 % Bipnosigae
8 Po3uynHeHHA Bianoeigae sumoram JAOY, 293 npn Q =75 % 3a 45 xB Bipnosigae
9 Mikpobionoriuna yncrota BignoeigHo go MKA N3 Bignosigac *
10 KinbKicHe BU3HaUYEHHS MegeHaminoBol kncnotn 475 - 525 mritab 493 mriTabn.
11 YnakoBKa BignoeigHo go MKA N3 Bipnosigae

Crop. 132



Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13

{+38044)207-73-04 ¥nosHoBaMeHa ocofia 3 AKocTi

Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n p H u u ﬂ (+38044)207-73-41 Bippin koHTponic AkocTi

(+38044)207-73-27 ¥noeHoBaweHa ocoba 3 dapmakoHarnAgy

CepTudikar akocri / Ceprndikar ananisy Ne 170000020540

1. HaiimeHyBaHHA npogyxuyii:

(HazBa, cuna pii/akTMBHICTD, Nikapcbka popma Ta
pO3Mip YNakoBKK {iGEHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBoi NPoAyKLUii))

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

5. HaiimenyBaHHA KpaiHW / KpaiH NpU3HaveHHA
ansa cepii:
6. Homep peecrpauifiHoro nocpigveHHn:

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX
AinbHMLL BUPoGHULTBEA | KOHTPONIO AKOCTI;
Cepmudixatu BignoeigHocti GMP Bcix
BinNbHALYD:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbTaTh aHanisy:

MEDPEHAMIHOBA KUCNOTA-QAPHWLIA

1 TabneTtka mMicTMTL MedeHamiHoBOT Kncnot 500 mr

Tabnetkn no 500 mr no 10 TabneToK y KOHTYPHINA YapyHKOBIA ynakosui; no 2
KOHTYPHi YapyHKOBI YNaKOBKMW B Naylli 3 MApKyBaHHAM YKPaIHCbKOW MOBOI

FH60423
33,749 VN
¥kpaiHa

¥YkpaiHa
NeUA/7015/01/01

04.2023
04.2025

BUpoGNeHo, BKIOYAICUM YMAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [TpAT
«(QapmaueBTUuHa dipma «fapHuua» 2a agpecolo: M Kuie, Byn. bopucninkcbka,
13;

niuenzin AB Ne598086;

CBigouTBO Npo atectauiio nabopatopiin BKA No 128;

cepTngikat GMP Ne 060/2022/GMP

MKA N3 po peectpauiinHoro noceigyeHHa NCUA/7015/01/01 Big 09.08.2017
Ne920, 3i amiHamm

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

1 onuc TabneTku cipyeaTo-6inoro Konbopy 3i 3nerka XoBTaBuM abo Bipnosipae
3eMeHYBaTVM BiATIHKOM, NAOCKOLUAIHOPUYHOT ¢opMuU, 3 $ackoio i
PWCKOI0, [ONYCKAETLCA MAPMYPOBICTD

2 laeHTUDiKaLin A IY-cnekTp ogepXaHoro 3anuiKy Mac BignoBigaT cnexkTpy Bignoeigae
CTaHgapTHOro 3paska MedeHamiHosoi kuchotn (EP CRS, USP RS
afo OC3 QoY)

3 laeHTUDiKaLis B Y®-cnekTp NornMHaHHA BUNpoGoByYBAHOro po3unHY, NPUroToBaHoro, Bignosigae

fIK ONWcaHo B po3aini «KinbkicHe BU3HaYeHHA», B obnacTi Big 220 Hm
Ao 400 HM NOBUHEH MaTL MaKCUMYM 32 AOBXUHU XBUNi (285 1 2) HM

4 OpgHopigHicTb go30BaHMX oAMHUUL  Bignoeigae sumoram AV, 2.9.40. MpuiimaneHe uncno AV< 15,0 % Bignosigae
5 PoznapaHHA He 6inowe 15 xB 7 xB

6 2,3-AnmeTnaHiniv He 6inbwe 0,01 % (100 ppm) Bignoeigae
7 CynposigHi gomiwkn byap-AKoi AOMIlKK — He Ginblwe 0,2 % Bignoeigae
B Po3unHeHHA Bignosigae umoram AdY, 293 npu Q=735 % 32 45 xB Bignoeigae
9 MikpoGionoriyHa yucrora BignoeigHo go MKA N3 Bignoeigae *
10 KinbKicHe BU3Ha4YeHHA MedeHamiHosoi kucnotn 475 - 525 mritab 486 mritabn.

Crop. 132



oot ot oot sy sonzssa | O

1 ¥naKkoeka BignoeigHo go MKA N3 Bignoeinae

12 MapKyBaHHA BignoeigHo go MKA N3 Bignoeinae

11. KomenTapi: *MepioAW4HICTL KOHTPONIC B KoHIA 10 cepii

12. YmoBu 36epirannn: B opuriHanbHiin ynakoBUi npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegocTyNnHOMY AnA
piten micyi.

13. 3anBa npo ceprndikanio: Lum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi Npopaykuii 6ynu npoeefeHi
B NOBHii BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTEepaKeHoMy MiHicTepcTBOM OXOpOHUW 340pO0B'A YKpaiHu, | 3 BUMoramu peectpauiiHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanizauii / BigBanTaxeHHn 3 28.04.2023

3aTBepaKyio
MNib: Kopotkosa O.I.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 28.04.2023  10:05

Crop. 232
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