Mpopoexennn Ceprudikar axocri / Ceprudikar ananisy N2 170000006727

12 MapKysaHHA Bignosiano MKK N3 Bignosigae

11. Komenrapi: *NepioaAnuHicT KOHTpONO B KOXHIW 10 cepii

12. Ymosu 36epirannn: B opuriHaneHiin ynakosli npu Temnepatypi He suue 25°C. 36epirati B HEAOCTYNMHOMY [A
Aiten micui.

13. 3anBa npo cepmudixanio: Lium nigTeepppxyio, wo Bci BUpo6GHUUI cTagiil ana Uiel cepil rotoBol npoayKuil 6ynu npoeefeHi
B NOBHI BiANOBIAHOCTI 3 BUMOraMu, BCTaHOB/IEHUMU B YMHHOMY KepisHuyTsei no GMP,
3aTBepaxeHomMy MiHicTepcTBom oxopoHu 3gopos’a YKpaiiu, i 3 BUMoramm peecrpauyiiHoro
AOCBE KpaiHW NpHU3HaYeHHA

Cepin go3sonena fo peanisauyii / sigsantaxenunun 3 16.06.2022

3aTBepmKyl0o
MNib: Kopotkosa O.I.

MNocapa: YnosHoBaxeHa ocoba

Mianucano enekTpoHHUMm nignucom: 16.06.2022

Crop.232



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

(+38044)207-73-04 YnosHopaweHa ocoba 3 skocti

d OAPHUUS (e tatmusses s o

(+38044)207-73-27 YnoeHoBakeHa ocoba 3 dapmaxoHarnagy

Ceptudikar akocri / Ceprudikar aHanisy N2 170000006727

1. HaiAmeHnyBaHHA Npoayxuii:

(nassa, cuna piifakTUBHICTL, Nikapcbka gopma Ta
po3mip ynakoBku (iAeHTUYHO 10 TEKCTY Ha
ynakoBLi roTosoi NPoAYKLiT))

2. Homep cepii:
3. Poamip cepii:
4. Kpaiva-Bnpo6GHnk:

5. HaiimeHyBaHHA KpaiHu / KpaiH NnpM3HaYeHHnA
AnA cepii:

6. Homep peecrpauniiiHoro nocsigueHHn:

7. fara supobumyrea:
8. lara 3axiHueHHA TepmiHy npuaaTHoCTi
(micaue i pik, nicna sikoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HOMep#W niyeHsin BCix
AnbHMUL BUpOGHMLTBA | KOHTPONIO AKOCTI;
Ceprudixatm Bignosiguocri GMP Bcix
ANbHMLUL:

10. AHaniz BNKOHaHW#A 3rigHoO:

PesynbTaTm aHanisy:

OYPOCEMIA-AAPHULIA

1 Tabnetka mictuTb ¢pypocemiay 40 mr;

Tabnetkn no 40 mr; no 10 TabneToK y KOHTYPHIi YapyHKOBIiA ynakoBui; no 5
KOHTYPHMX YapYHKOBMX YNaKoBOK B Naylli 3 MapKyBaHHAM YKPaiHCbKOIO MOBOIO

HY50522
48,359 YN
YkpaiHa

YKpaiHa
NeUA/2353/01/01

05.2022
05.2025

BMpOOneHo, BKMIOYaloUuM YNaKoBKy/MapKyBaHHA Ta KOHTpOnb AKOcCTi Ha MpAT
«QapmavesTuuHa ¢ipma «/lapHuuya» 3a agpecoto: m Kuie, Byn. bopucninbcbka,
13;

nNiuensia AB Ne598086;

ceifouTeo npo atecrayiio nabopartopiin BKA N2 128;

ceptudikat GMP Ne 035/2019/GMP

MKA N3 ot 05.02.2021 pgo peecTpadiitHoro noceigueHHa NeUA/2353/01/01

N?n.n. HalimeHyBaHHA NOKAa3HMKA Bumorn HopmMaTMBHOT floKyMmeHTauil PesynuraT ananisy

1 Onuc Tabnetku nnockouuniHgpuuHoi ¢popmu binoro abo 6inoro 3 Bianosigae
KpemyBaTUM BifTIHKOM KOnbopy

2 InenTndikaulia A.Y®-cnexTp nornMHaHHA BUNpoGyBaHOro posuuHy, Bignosinae

NPUroTOBAEHOro, AK ONUCaHo B po3aini "KinbkicHe BM3HaYeHHA", B
obnacti Big 220 Hm go 300 HM NOBUHEH MaTK MaKCUMYMK NpH
JAOBXKUHaX xeunb (22812) Hm Ta (27112) HM Ta MiHiMYM NOrMHAHHA
npu foBxuHI xBuni (24912) Hm

3 IpenTndikavjia B. Konboposa peakuia ¢ HadTuneTunengiamiHom aurigpoxnopupom P Bignosigae
4 OpHopigHicTe go3oBaHKx oguHulb  MpuiimanbHe uucno AV He Ginbwe 15,0 Bianosigae
5 PoznapaHua He 6inbiwe 15 xe 2 xs
6 CynposifgHi AomiluKu 4-xnop-5-cynupamoinaHtpaninoeoi kucnotu (¢ypoceminy nouiw?&:-li!}ﬂ,(_] %
- He Ginvwe 0,8 % w189 3 05
7 CynpoBiaHi AomilLKu Cyma Gyfib-AKMX iHILIKX JOMIlLOK - He 6inbiue 0,5 % G;0% ‘\;:_,_
8 PO3UMHEHHS Bignoeinae Bumoram AdY, 2.9.3 3a Q=75 % 3a 45 xa; s ; ' Bw.mw:
9 MikpobionoriuHa uncroTa BignoeigHo Ao MKA N3 \ ) “iA, 3;"1 sl.';a: -
10 KinbkicHe BM3HaueHHA Qypoceminy 38,0 - 42,0 mritab | . 40“? wna&n
11 Ynakosxka BianosiaHo Ao MKA /13 S Gnosizee

Crop. 132
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Ten. /¢axc:

. Kner, yn. Bopucrnonsck s
(+38044)568-32-10 npme:«mas:zI 02867 2
(+38044)207~-73-41 OTmen kOHTpONs xawechs

(+38044)207-73-04 YHnonmHOMOWEHHOE IMLO 0O KAa¥eCTBY
(+38044)207-73-27 YrnonHoMcouerHoe AMUO NG $apMaKOHANSODY

CepTuchukaT cepumn nekapcTBeHHOro cpeacTBa

1. HaumMeHoBRaHUe, cuna
AEUCTBUAIAKTUBHOCTL, NEKapCcTReHHas
thopmMa ¥ pazmep ynakosku
(MAEHTUYHO TeKCTY Ha YynakoBKe
roTOBOW NPOAYKLUK):

2. HoMep cepuu roToBOW NpoayKUUU:

3. CTpaHa-npou3BoaUTeNs:

4. HaumeHoBaHuWe cTpaHbl [ cTpaH
HazHauYeHus ANA cepuu:

5. HoMep perucTpaunmoHHoro
YAOCTOBEPEHUA:

6. Jata npousgoacTra:

7. [laTa OKOH4YaHUA CpoKa roAHOCTM
(Mecsiu u roa, nocne Kotoporo JIC He
npumMeHsieTcs):

8. HazsaHun, agpeca u HoMepa
JMUEH3UI BCEX YYACTKOR
NPOW3BOACTBA U KOHTPONA KadyecTBa:

9. CepTuchukatel cooTeeTcTBUS GMP
BCeX yUYacTKOB, yKa3aHHbIX B n.8:

10. PesynbraTel aHanusos:

11. KomMeHTapuu:

12. 3asiBNeHue o cepTuUKaLuu:

13. UMna v hamunus
YNONHOMOYEHHOTo Nuua, KoTopoe
ocyuwecTBnser ceptudinkayuio cepuu:

14. Noanucek YnonHomMmoueHHoro nuua,
KOTOpOe ocyuwecTBAAeT
CEPTUDMKAUKIO cCepun:

15. laTa nognucanus:

OYPOCEMWA-OAPHUUA

1 TabneTka cogepxunT dypocemmaa 40 mr, TabneTku no 40 mr
no 10 TabneTok B KOHTYPHOW A4EMKOBOW ynakoBke; No 5
KOHTYPHbBIX A4EUKOBLIX YNaKOBOK B NMaYKe C MapKUpOBKOM Ha
YKPAUHCKOM R3bIKE

HYB80421
YkpavHa

Pasmep cepuu: 48498 ynax.

YKpauHa
UA/2353/01/01

anpens 2021
04.2024

NPOU3BEAEHO, BKNIOYAA YNAKOBKY/M3PKNPOBKY W KOHTPOME
kavecTea Ha HAO «Papmauestudeckas dpupma «JapHuyar no
anpecy: r. Kues, yn. bopucnoneckas, 13:

nuuensua AB Ne 598086, ceupeTenscTeo 06 aTTecTaumnu
nabopartopuin OKK Ne 128

ceptudpukat 035/2019/GMP

NPUBEAEHLI B CepTUhUKaTe asanusa (gononHenne 1)

XPaHWTE B OPUrMHANbHOW YNaKoBKE NPU TEMNEPATYPE He Bollle
25 °C. XpaHuTb B HEJOCTYNHOM AN AeTeit MecTe

3TuM noATREPXAAI0, YTO BCE NPOUIBOACTBEHHbIE CTaguu ana
3TOW Cepun roToBoW NPoAYKLUM Bbinu NPOU3BEAEHBL! B MNOMHOM
COOTBETCTBUM C TPEOOBaHNAMM, YCTAHOBMNEHHLIMU B
AeNCTBYIOLEM pykoBOACTEBE N0 GMP, yTBERKAEHHOM
MuHucTepcTBOM 3apasooxpaHeHmna YKpauHel, v ¢
TpeboBaHMAMUN PErUCTPALUNOHHOIO 40CLE CTPaHbl HA3HAYEHUS,




nonomsrn(j 6e2ugx6 .70?

CeprudmnkaT ananusa Ne 8

@ypOCEMMQ-ﬁ,APHMqA. TabneTtsu no 40 mr, no 10 Tabie ok 8 KOHTYPHOM AYen-os0n
YNAKOBKE, N0 5 KOHTYPHBLIX AYEMKOBbIX YNAKOBOK B NAUKE ¢ M3PKUPOBKOR Ha YKDEWHCKOM |

HaumeHosanue NPOAYKLUMK:

A3blKE
Homep cepuu: HY80421 Paamep cepuu: 48498 ynax
Homep perucrpayuonnoro UA/2353/01/01

YAOCTOBEpPEHUS!
AHanu3 BuINorHeH no: MKK NC o1 05.02 2021 PEMCTPALMOHHOMY YAOCTOBEPEHUIO NeUA/2353/01/01

PeayneTar aHanusa:

Ne n.n. HawmeHosaHue nokasarena  TpeGosaHue HOPMATUBHOM AOKYMEHTaUMMK Pesynerat aHanusa

1

2

Onucanne

WoerTucbukayus

Tabnetiu NAOCKOUMNUHAPUYECKOR hopMel 58N0ro unm Sencro ¢
KPEMOBATLIM OTTEHKOM UBETa

A. YO-cnexTp nornowenus UCNLITYyeMoro pactaeopa,
NPUIOTOBNEHHOIC, KaK ONUCEHD B pasidene "KonuyecTsexHoe
onpensnerue”, s odnacty oT 220 Hm A0 300 UM aomxes umeTs
FMBKCUMYMBI PW ANUHEY BOMH (22822) HM 1 (271£2) 1 1
MUHWUMYM NOTNOWEHIS NPKU ANUHE BONHLI (249£2) pm

B. LiseTHan peakums ¢ HEMTUNITUNEASUAMUHOM
Auriapoxnopuaom P

Cootsercisyer

Coorsercrayer

Cootsetcrayer

3 OpaHepoaHocTs A03NPOBAHHLIX Mpuennoe yucno AVs150 Coorse~cthyer
eanKEnL
4 PacnapgaemocTts He Gonee 15 mun 2 MUH
5 Conyrersywume npuMecu 4-xnop-5-cynedamonnanTpaninossi KNCNOTs! 0.1 %
(thypacemuna npunecn B) - He Bonee 0.8 %
Cymma noBuix apyrix NPUMECEN - He Bonee 0.5 % 0.0% o
6  Pacrsopenne CooTsercrryer Tpebosakuam ey, 2 6.3 npu Q=75 % 3a 45 pun COOTeeTcmyeT
7 Muxpobuonorvueckas YUCTOTa CooTsertcraenHe MKK 1C CooteeTcTayer
&  KonuyecTeexHoe onpeaeneHue 38,0 - 42.0 mrirad 40,2 mritab
hypocemuna
9  Ynaxkosxa CooTtsercraenHo MKK 1C Cooteetctayer
10 Mapkuposka Cooreetcraenno MKK NC CooTeetcrayer
Aata okoHuaHusa cpoka regHocTu:  04.2024
XpaHeHue: XPaHUTL B ODUTUHAMEHON YRakoske Npv TeMnepartype He abiwe 25 °C. XpaHuTe B HEAOCTYNHOM ANA neTed 1%
MecTe
3aknoyeHue: Ceoteercrayer TpeBosanuam MKK 11C ot 05 02 2021« PErMCTRaLMOHHOMY YAOCTO3EDEH K
NeUA/2353/01/01
Hata nognucanus: 72 00 20O ~Oepnopuyk C.B




OAPHUUR

CepTuchukar ce

1. Haumenosanue, cuna
,qeﬁc‘rsunlaxmauocrb, neKkapcreeHHasn
thopma u Pasmep ynakorku
(vaeHTUuHO TEKCTY Ha ynakoske
rOTOBOI npoaykuyum);

2. Homep Cepuu rotosoix npoaykuyuu:

3. Crpana-npoussoguresns:

4. HaumeHosanue CTPaHb! / cTpaH
HasHauenus ans cepuu:

5. Homep perucrpaumnontoro
yAocTroBepeHus:

6. Nata npoussopcrea:

7. NaTa okoHyaHus Cpoka rogHocTn
(Mecsay u oA, nocne koroporo JIC He
NpumeHserca):

8. Hazpanus, aapeca u Homepa
TMLEeH3UM Beex yyacTkos
NpouseoacTea u koHTpons Kayecrpa:

9. Ceprudmrarn coorsercTBun GMP
BCEX y4acTKo., ykasaHHbIX B n.8:

10. PesynbraTh aHanusos:

1. KommeHnTapuu;

12. 3asnsnenue o ceprucbukayuy:

13. Umsi n hbamunus
YnonHoMoyenxoro nuua, KoTopoe
ocyuwecrenser cepruchbukaumio cepuu:

14. Noanuce YHonHomoquuoro nuua,
KoTopoe ocywecrenser
ceprudbukaymio cepuun:

15. Oara noanucaxus:

3
Texn./®axc: (+38044)568-32-10 Mpseras 0028 6 94
(+38044)207—73-41 Orpen KOHTPONS xavedr
(+38044)207~73~04 Ynonuomoueunoe JMUO O KavecTsy
(+38044)207~73-—27 Ynonuomoueusioe e no d)apuaxoaaasapy

Anpec 02093, p, Kuen, yin. Sopucnon&czgr:

puu JleKapcTBeHHOro cpenacrea

CDB’POCEMM[HZIAPHMHA
1 TabneTka CORePXUT thypocemmpa 40 Mr, Tabnetkm no 40 mr
no 10 tabnerok B KOHTYPHOI sueitkosoil yrnakoske;

HY90521
YkpauHa
Ykpauna

Pasmep cepun: 33183 ynak.

UA/2353/01/01

Man 2021
05.2024

NpousseneHo, Brovas ynakosky/mapkuposky u KOHTpOMb
Kavecrsa Ha YAD «DapmayesTuyeckas dupma «[dapHnyay no
anpecy: r. Kues, yn. Bopmcnonbcxas, 13;

fmyeHsna AB Ne 598086, CBUAeTENLCTBO 06 arrecratium
naboparopuii OKK Ne 128

cepTucbukar 035/2019/GMP

npuseneHs B cepTucbukate aHanusa (BononHexue 1 )

XPaHUTL B OPUrMHanbHOM ynakoske nipu TeMmneparype He Bbiwe
25 °C. XpaHuts B HEAOCTYNHOM gns feTeit mMecTe

3Tum noaTsepxaaio, 4yro sce npounssoacTBEHHbIE crtagum ans
370l cepun rotosoit NPoLyKUMY Bbinn NPou3BEaEHbI B NoHoM
COOTBETCTBUN © TpeboBaHusMY, YCTaHOBNEeHHbIMY B
AehcTByolWem pykoBsogcTse no GMP, YTBEPXKOEHHOM
Munncrepcrsom SApasooxpaHeHns YKpauHsl, u ¢
TpeboBaHuamy PErUCTPaLmMoHHoro gocke CTPaHb! HasHaveHns.
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Haumerosanue npoaykuymu:

Howmep cepuu:

Homep perucrtpaunontoro

yaocroBepenusa:

AHaru3a BLINONHEH no:

Pesynerar ananusa:

ﬂonoanIHVI(czzj KOCe?rnéwéy 9@921

CepTtudpukar ananusa Ne 9

PYPOCEMUI-AAPHULIA, TabneTtkn no 40 M, 1o 10 1abnerok 8 KOHTYPHOM BUCHKOBON
YNAKOBKe, N0 5 KOHTYPHBIX S4ERKOBLIX YNAKOBOK B NAYKE ¢ MAPKUPOBROA HA YKPAVHCKOM

F3bIKE
HY90521
UA/2353/01/01

Paamep cepuu: 33183 ynax

MKK fIC o1 05 02 2021 « PErMCIpALNOHHOMY yRoCTOREpEHUIG NRUA/Z353/01/01

Ne n.n.

Haumenosanve nokasarens

Tpebouarue HOPMATUBHOW AOKyMeHTauum

Pesynetar ananuaa

1 Onucanne

2 Waentudukayus

3 OUHOPO/HOCTL AOIMPOBAHHBIX

eLuHnL

4 PacnagaemocTs
5  Conyrcraywoiue nprmecn

6  Pacrsopenue

7 MurpoBuonoruueckas unerota
8  Konuyectsewnoe onpepencHve

hypocemmpa

9 Ynakoska

10 Mapruposka

TabneTkn nNockoUMNUHARUYECKON hopmst Benoro v Bernoro ¢
KPEMOBATLIM OTTEHKOM LBETA

A, YP-CnexTp nornoweHns WCTBITYEMOrO pacTsopa,
NPUTOTOBNEHHOFO, Kak 0NUCAHO B pasaene "Konndectaeltos
onpeaenenne”, & obnacti o1 220 M A0 300 Hm AOMKEH UMETH
MEKCAMYMb! Npy ANUHax BONH (22812) um n (27142) oM u
MUHUMYM NOMIOWEHWS 11D ANTUHE BONHLI (249+2) Hm

B. UseTtHas peaxuus ¢ HaPTUNITUNEHAKAMNHOM
nuruapoxnopuiom P
Tlpuemioe wneno AV<15.0

He Bonee 15 Mun
4-X110p-5-CYNbhAMOUNAHTPAHINOBOR KUCAOTH

(thypocemusa npumecn B) - we Gonee 0.8 %

Cymma niobeix apyrux npumeceit - He Bonee 0.5 %
Cootsercrayer tpeosanmam MOY, 2.0.3 npu Q=75 % 3a 45 muk
Cooteercrpenno MKK J1C

38,0420 mrr1ab

Coorrercraano MKK [1C
Cooteercraento MKK N1C

Cootsercreyert

Coorgercrayer

Coorsercrayer
Coorsercinyer

2 MUK
0.1%

0.0 %
Coorteercrayer
Coorsercrayer
39.4 wmrirab

Cooraercrayer
Coorpercrayer

Hata oKoHYaHMA CPOKA FOAHOCTH:

XpaHeHue:

3akmoveHrue:

Hara nopnucanus:

XPeEHUTL B OPUIMHANbHON YRaKoBre npwn remneparype

mecre

Cootaercrayer tpebosanuam MKK f1C o1 05

NeUA/2353/01/01

75.06 . 2021

05.2024

Limﬁh KOHTPO

e Boutie 25 "C. XpandTe & He40CTYIHOM Ang 1o red

enopuyk C.B
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