/ BononHerne 4 xCepm%Ka cepuy

Ceprudhukar aHanmsza Ne 1

Haumenonauue npoaykuum: CYNbDOKAMDOKAUH-OAPHILIA, pacTsop ans uibekumi, 100 Mr/ma, No 2 MN B
amnyne; no & amnyr B KOHTYDHOW AUEHKOBOY YNAKOBKE! N0 2 KOHTYPHBIE AUeikoBbIe
YNAKOBKU B NAMKE G MAPKMPOBKON HA YKPAWHCKOM W DYCCKOM A3bIKax

Homep cepuu; W810121 Pasmep cepuu: 44196 ynak.

HomMmep perucTpaumontoro UAI7392/01/01

YOOCTOBEREHURA,

AHANWS 8bINOSIHEH NO; MKK 1C o7 07.11,2018 « perucrpaumonsomy yaocTosepeHuo NeUA/7392/01/01

Pesynbrar avanuaa:

Ne m.n.  Haumerosanue nokasarens  TpeGoBaHue HOPMATUBHON [OKYMEHTALUY Peaynwrar ananusa
1 Onwucanue Mpospauras GecuseTHas WM CNErKka MENTOBATAR KIAKOCTL Coorsevcrayer
2 Uaenrudukayus A, Peakuns Ha cynsdokamdOpHy K KUCnoTy Coorsercrayer

B. Y®-cnekTp nornolyeHns neneityemoro pacraopa s obnacru ot Coorsercreyer
200 1M A0 340 HM QOMKEH UMETH MAKCUMYMbI NPY AUKAX BOMH
(22022} v u (29042) wra

3 TlpospauxocTe flpenapat Aomker BbiTh NPO3paYHLIM Coorsercrayer
4 LUsetHocTh Mpenapat ponxen Buite BecuseTHbiM N OKpacka npenaparta CootsercrayeT
Homia OuiTe HE WHTeHCUBHEE gTanoxa BY4
5 pH 4,2-58 4.7
6 Uzenekaemnii obnem Mpenapar gonken cooteeTcTaosaTh Tpebosanvam (DY, 2.9.17  Coortsercisyer
7 MexaHuueckue BrIOUSHKS CoortaercTBeHHo MKK 1IC Coorsercrayer
8 ConyTersyiolme npumecu 4-aMuHOBEHIONHON KUCHOTH! ~ He Bonee 2,0 % CooTReTcTayeT
Axecresuna - He Bonee 0,1 % Cooraercrayer
§  CrepunsHocTs Mpenapar gorken Buith CTEPUNMbHBLIM Crepunuhibiv
10 BakrepuansHble 2840 TOKCUH! Menee 87 ME/mn CooTsercrayer
11 KonuuecrsenHoe onpeaenenne 47,88 - 52,92 mrivn 49,92 mr/mn
HOBOKAWHE OCHOBAHNS
Konudecteennoe onpeaenenue 47,12 - 52,08 mrivn 49,87 mrimn
CynbdokamopHoR KUCNOTh!
12 Ynakoska Coorsercrsenyo MKK [1C CooTsercTayer
13 Mapruposxa CooTtsercroento MKK fIC Coorsercrayer

Hara okoHuaHun cpoka rogHocTy: 01,2024

XpaHenue: XpaHuTh B OPUIMIHANBHOW YNaRoBKe NpW TemnepaType He soilue 25°C. He samopaxusaTs
3arrmoyenne: Coorsercrayer Tpabonanuam MKK NC o1 07.11.2018 « PETMCTPAUNOHHOMY YAOCTOBEPEHWD
NeUA/T392/01/01

Hara nognucanus; OF 3¢ 2E)2 B.0. HavaneHuka QKK

o




Anpec 02093, », Kuen, yn. Bopuoenonbowkis,
Tesn. /daxc: (+38044) 568-32~10 npx«sezvxxiaszj O 2 5 8 5(
{(+38044)207~73~41 Onyan wonvponst rvavedpgy :

{(#38044)207-73-04 VHONHOROWGHHOES NHUO O KAYeQTny
(+38044)207~73=-27 VYOOAHOMOMEBHROE JAMUO 10 $apMaXOHANZORY

CepTudhukar cepmm nekapcTBeHHOro cpeancrea

1. Haumenosarue, cuna
NeACTBUA/AKTUBHOCTE, JTIEKAPCTBEHHASA
thopma U pazmep ynakoeBiu
{(MABHTUUHO TEKCTY Ha ynakoBke
rOTOBOW NpoAyKUKK):

2. Homep cepun rotoBOU NpoayKLUn:
3. CrpaHa-npousBoguTens:

4, HaumeHoBaHue cTpaHbl / cTpaH
Ha3HaUYeHUS ANS Cepuu:

5. Homep perucTpayuoHKoro
yaocropepeHun:

6. Hara npoussogcraa:

7. BaTta OKOHYAHUA CPOKE FOAHOCTH
{(Mecsiy u rog, nocne koroporo J1C He
npuMenneTcs):

8. Haspanus, agpeca u HoMmepa
NIMLEH3NI BCEeX Y4acTKos
NPpon3BOLACTBA U KOHTPOSIS KayecTBa:

9. Cepruchukarbl coorsercTeus GMP
BCEX YHACTKOB, yKa3aHHbLIX B n.8:

10. PesynbTarthi aHanusos:

11. KommeHTapum:

12. 3assneuue o ceprudukauun:

13. Umna u chamunus
YNOSTHOMOYEHHOIO NuLa, KOTopoe
OCyWecTBAACT cepTudukaLmi cepun:

14. Noanuce YNOonHOMo4eHHOro nuua,
KOTOPpOR ocyilecranser
cepTudukaumnio cepun:

15, [lata noanucaHus: L

CYNbOOKAMOOKAUH-OAPHULIA

1 mn pacraopa conepxut: DL-cynsokamdopHon KucnoTsl
49,6 Mr, HOBOKaMHA ocHoBaHUA 50,4 Mr, pacTsoOp ANA UHBLEKLUN,
100 mr/mn

no 2 M B amnyne; no 5 amnyn B KOHTYPHOR AYEHKOBOR
YNaKoBKe; N0 2 KOHTYPHLIE AUENKOBLIE YNaKoBKY B Navke ¢
MapKUPOBKOW Ha YKPAUHCKOM U PYCCKOM RA3bIKaX

we10121 Pasmep cepuu: 44196 ynax,
YKkpanHa
YkpauHa

UA/7392/01/01

saHBapb 2021
01.2024

NPOU3BEAEHO, BKNIOMAA YNAKOBKY/MaPKNPOBKY U KOHTPOMb
kayecTtsa Ha YAO «Papmauestudeckas dpupma «lapHuua» no
appecy: r. Knues, yn. Bopucnonsckas, 13;

nvidensna AB Ne 598086, caunetenncrso of arrectaymu
natoparoput OKK Ne 128

ceptuchbukar 035/2019/GMP

npuseAeHsbl B cepTurkate aHanuaa (qononkeHue 1)

XPaHWUTbL B OPUIMHANsHOW yrakoBKe Npu tTemMnepaType He Bbilue
25°C, He samopaskusaTth

OTUM NOATBERKAAK, HTO BCE NPOU3BOACTBEHHBLIE CTaaun ANA
STOW Cepun roTOBON NPOAYKLMU BbINU NPOUIBEAEHL! B NONTHOM
coorseTeTBUU ¢ TpeboBaHUAMKN, YCTaHOBNEHHbBIMU B
AevcTayiowem pykosoacTee no GMP, yTeepKaeHHOM
MuHUCTEPCTBOM 34paBOOXPAHEHUS YKpauHsl, U ¢
TPeDoBAHWAMM PErMCTPALIMOHHOIO A0CbE CTPaHbl HasHaYEHUsA,




Anpec 02093, r. Kmues, yn. Bopucnonncxas ~
Ten./®akc: (+38044)568-32-10 npneuxa:] 025925
(+38044)207-73-41 Ornen xourpons xauedr

(+38044)207-73-04 YNONHOMOWEGHHOE JMLIO IO KAWECTBY
(+38044)207-73-27 YOONHOMOUE@HHOE JMUO NO $apMaxCHaRS0pPYy

CepTudoukar cepumn NekapcTBEHHOro cpeacTna

1. HaumeHoraHue, cuna
AeNCTBUA/aKTUBHOCTL, NEKapCTBEHHAaNA
dhopmMa 1 pazmep ynakoBKU
(MOEHTUYHO TEKCTY Ha ynakoBke
roToBOW NPOAYKUNK):

2. HoMep cepuu roToBOM NPOAYKUUN:
3. CtpaHa-npousBoauTenb:

4. HaumeHoBaHue cTpaHbl / cTpaH
Ha3Ha4YeHus Ans cepuu:

5. Homep perucTpayuoHHoro
YAOCTORBEPEHUNA:

6. Jata npoussoacrea:

7. [lata OKOHYaHWUA CPOKA rOAHOCTH
(Mecsiu v roa, nocne kotoporo JIC He
npumeHaeTcs):

8. HazsaHus, agpeca u Homepa
NULEH3WWK BCEX Y4aGTKOB
NPOU3BOACTBA U KOHTPONSA KayecTna:

9. Ceprutpukartel cootreTrcTBUA GMP
BCEX Y4YaCTKORB, YKa3aHHbLIX B N.8:

10. Pe3ynbTaTthl aHanu3ons:

11. KommeHTapuu:

12. 3asisneHue o cepTudukaymm:

13. Ums u chamunun
YnonHomoueHHOro nuua, kotopoe
ocyujecTsnsieT cepTudMKaLUIo cepun:

14. Moanuck YnonHoMo4yeHHOro nunuya,
KOTOopoe ocyuwecTBnaeT
cepTuukaunto cepuu:

15. lara nognucanusn: -

CYNbOOKAMOOKAUH-OAPHWLIA

1 Mn pacTteopa cogepxuT: DL-cynbdhokampopHon KUcnoTh
49,6 Mr, HoBOKalHa ocHoBaHus 50,4 Mr, pacTeop AN UHBEKLUN,
100 mr/mn

no 2 Mn 8 amnyne; no 5 amnyn B KOHTYPHON AYEKOBON
YNaKOBKe; N0 2 KOHTYPHblE AYERKOBbIE YNaKoBKU B Nayke ¢
MapKUPOBKOW Ha YKPAMHCKOM U PYCCKOM S3blKax

WS20121
YkpaunHa

Pasmep cepun: 44554 ynak.

YkpauHa

UA/7392/01/01

AxBapb 2021
01.2024

NPOU3BEAEHO, BKNKOYAA YNaKOBKY/MapKVPOBKY N KOHTPOND
kadecTtsa Ha HAO «dapmauestudeckas dupma «apHiuar no
appecy: r. Kues, yn. bopucnonsckas, 13:

nuuersus AB Ne 598086, cauaetenscTso o6 aTTecTaumm
nabopatoput OKK Ne 128

ceptudmkaT 035/2019/GMP

npuseaeHbl B cepTudnkaTe aHanusa (4ononHeHne 1)

XPaHuTb B OPUrMHaNbHOM yNakoBKe Npu TemMnepaType He Boilue
25°C. He 3amopaxwusaTs

OTUM NOATBEPHKAAK, YTO BCE NPOU3BOACTBEHHLIE cragum ons
3TON Cepuu roToBOV NPOAYKLMY BbiNy NPOU3BEAEHDb! B NONHOM
COOTBETCTBUM C TpeBOBaHUAMU, YCTAHOBNEHHbLIMU B
AEUCTBYIOUEM PYKOBOACTBE No GMP, YTBEP¥OEHHOM
MUHUCTEPCTBOM 3ApaBOOXPaHEHNA YKpauHbl, v ¢
TpeGoBaHNAMN PErNCTPALUNOHHOrO AOChE CTPaHbl Ha3HAYeHNs!
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OononHenue 1 k CepTutbukarty cepuu

1002592

CepTtudnkar aHanumsa Ne 2

CYNbOOKAMOOKAUH-AAPHWUUA, pacteop ans nHbekunn, 100 Mr/Mn, no 2 Mn 8
amnyne; no 5 amnyn 8 KOHTYPHOW RYEAKOBOW YNaKOBKE; NO 2 KOHTYPHbIE AYENKOBLIE
YNaKOBKY B NAYKE C MAPKMPOBKONA Ha YKPAUHCKOM U PYCCKOM S3bIKax

wWS20121 44554 ynak.
UA/7392/01/01

HaumeHoBaHue npoaykuun:

Homep cepuu: Pasmep cepuu:

Homep perucrpaymoHHoro

YyAOCTOBEPEHUA:
AHanu3i BLINONHEH No: MKK J1C o1 07.11.2018 k perucTpauuoHHoMy yaoctoseperwio NeUA/7392/01/01

Pesyn bTaT aHanuiaa:

Ne n.n. HaumenoBanue nokaszatens Tpe6GoBaHue HOPMaTUBHOW AOKyMeHTauuu Pesynorar ananusa
1 OnucaHue MpoapauHan SecuseTHan uNu cnerka XenToBaTas XUAKOCT CooTeercreyer
2 WMaenTudukauun A. Peakuuma Ka CcyrnshokamMpopHy KuCnoTy Coorsercrayer

B. Y®-cnektp nornouiexHns ucnsITyemoro pactecpa B o6nacTu ot CooteetcrByer
200 HM 00 340 HM [ONXEH UMETb MAKCUMYMbI MPU ANUHAX BOMH
(220£2) HM ¥ (29022) Hm
3 TpospauHocTs Mpenapat aonxeH GbiTe NPO3paqHbIM CooTteercTByeT
4  LllBeTHoCTb Mpenapat gonxer BbiTe BECUBETHRIM UMK OKpacka npenapaTa CooteetcrByeT
AOMKHa BbiTb HE UHTEHCKMBHEE 3TanoHa BY4
5 pH 42-58 46
6 M3snekaemoiit 0Bbem Mpenapat gonxeH cooTseTcTBOBATL TpeBoBaHUAM MDY, 2.9.17 CootsercrayeT
7 MexaHaueckne BKIKYEHUS Cootserctaenno MKK NC Cooreetcrayer
8  Conytcreyrowue npumecu 4-aMUHOBEH30MHOM KUCNOThL - He Bonee 2,0 % CooTteeTtcTayer
AHecTesuna - ve Bonee 0,1 % Coorsercayer
g  CrepunbHocTs Mpenapat gomxkeH BbiTe CTEPUNbHLIM CrepunbHbin
10 BaxktepuanbHble 3HAOTOKCUHbI Meree 87 ME/Mn Cootsetcrayer
11 KonudecTaenHoe onpeaenenve 47,88 - 52.92 mrivn 50,07 mrimn
HOBOKaWHa OCHOBAHWSA
KonudecTaenHoe onpeaenenne 47,12 - 52,08 mr/mn 49,74 mrimn
CynbpokamopHON KUCNOTLI
12 Ynakoska CootseTtcTBeHHo MKK N1C CooteeTtcrayer
13 Mapkuposka CooTaetcraenno MKK N1C CooTtsercrayer

[ata okoHuaHuA CpOKa rogHocTu:

01.2024

XpaHeHue: XPaHWTb B OPUIMHANBHOR yNakoske Npu Temnepatype He soiwe 25°C. He 3aMopaxuvBaTh

3aknoueHue: CootsetcrayeT Tpebosanuam MKK N1C ot 07.11.2018 « PerucTpaynoOHHOMY YAOCTOBEPEHMIO
NeUA/7392/01/01

fata nonnucanns: FE IR LEDD B.0. HavansHmuka OKK:

panay fi . KO H;f;f-'i UMK gK0y
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Anpec 02093, r.

Kuern, yn. Bopucnonncxasi,

13
Ten./daxc: (+38044)568-32-10 Npuemnas 1002
(+38044)207-73-41 Orgen KXOHTPONA Kaduec
(+38044)207-73-04 YnonHOMOWEHHOE NIMUO NO KAadYeCTBY
(+38044)207-73-27 YnonHoMOH@HHOE JMUO 0O dapMaxkoHaAgBoOpY

CepTucuKaT cepumn nekapcTBEHHOro cpeacTsa

1. HaumeHoBaHUe, cuna
NEeNCTBUA/aKTUBHOCTL, NEKapcTBEHHanA
dhopma 1 pasmep ynakoBKy
(MAEHTUYHO TEKCTY HA YNaKOBKe
roToBOW NPOAYKUHUMU):

2. Homep cepuu roToBon NpoAyKUnK:
3. Ctpana-npoussoanTen.:

4. HaumeHOBaHue cTpaHbkl / cTpaH
Ha3Ha4YeHUsi ANA cepuun:

5. Homep perucTpaumoHHoro
YAOCTOBEPEHNA:

6. [l1ata npon3BoACTBa:

7. [lata OKOHYaHWUA CPOKa roAHOCTH
(mecsu v roa, nocne kotoporo J1C He
npumeHsneTca):

8. HazsaHus, agpeca u Homepa
NALEH3KUA BCEX yHacTKoOB
NPOU3BOACTBA U KOHTPONA KavecTBa:

9. CeprucukaTtbl coorBetcTBua GMP
BCexX y4acTkoB, YKa3aHHbLIX B n.8:

10. Pe3ynbTaTbl aHann3os:

11. KommeHTapunu:

12. 3asiBneHue o cepTUdUKaumn:

13. Ama u chamunua
YNONHOMOYEHHOTro Nnua, KoTopoe
ocylecTBnseT cepTUdUKaunto cepuu:

14. Moanucb YNONHOMOYEHHOIo NNUa,

KOTOpoOe ocyulecTBnsaer e

CYNbdOKAMOOKAUH-OAPHWLIA

1 mn pacTeopa coaepxuT: DL-Cynbokam@pOopHOU KUCNOTb!
49 6 Mr, HoBOKauHa ocHosaHus 50,4 mr, pacTeop ANA UHBEKUWN,
100 Mr/mn

no 2 mn 8 amnyne; No 5 amnyn 8 KOHTYPHOW AYENKoBOV
ynaKoBKe; Mo 2 KOHTYpHbIe AYelKoBbIE YNAKOBKW B Nadke C
MapKNpOBKOW Ha YKPaWHCKOM W PYCCKOM A3bikax

WS30121

YkpauHa

Pasmep cepun: 27062 ynak.

YkpauHa

UA/7392/01/01

AHBapb 2021
01.2024

NPOU3BEAEHO, BKMIOYAA YNaKOBKY/MapKUPOBKY ¥ KOHTPONb
kadyecTsa Ha YAO «PapmauesTudeckas pupma «[lapruya» no
appecy: r. Kves, yn. bopucnonsckas, 13;

nuueHsus AB Ne 598086, ceupeTtenscTso 06 aTTecTalnu
nabopatopunt OKK Ne 128

ceptugpukat 035/2019/GMP

npueeaeHbl B CepTudukaTe aHanuia (AononHexve 1

XpaHUTL B OPUrMHanNbHOM yNakoBKe Npu TemnepaType He Bhilue
25°C. He samopaxusaTb

BTVM NOATBEPXKAAKD, YTO BCE NPOU3BOACTBEHHbIE CTagun ANA
3TO Cepuu roTOBOW NPoAyKuuK BbiNy Npou3BeaeHs! B NONHOM
COOTBETCTBUN C TpeBoBaKUAMY, YyCTAHOBNEHHBIMW B
pewvcraeyroulem pykosoactse no GMP, yTBepXaeHHOM
MUHUCTEPCTBOM 34PaBOOXPAHEHNA YKpauHbl, 1 ¢
TpeBoBaHNAMN PErMCTPaLMOHHOTO AOCHE CTPaHbl HAZHAUeHUA

CEPUSA PASPELLUEHA
K PEANTA3AUWK

o 5 LA 20 Xk

VAOITHOMOYEHREGE FTL0

/ o, Hazapenso MB,
cepTuduKaluuio cepuu: (/, L/P
; Ny
15. [lata noanucaHusa. )
// - T e e P
e [ i o/ ) / . o




Lononrexue 1 k Ceprudukaty cepuu

10026127

Ceptucdmkar aHanmsa Ne 3

HaumeHoBaHue npoaykuuum; CYIb®OKAMOOKAUH-OAPHULA, pacTteop gns uHbekuui, 100 mr/mn, no2 Mn 8
amnyne; no 5 aMnyn 8 KOHTYPHOR AYERKOBOW YNEKOBKE; NO 2 KOHTYPHbIE AYENKOBbIe
YNakoBKU B Nayke C MapKupOBKOW Ha YKPaUHCKOM W PYCCKOM A3bIKax

Homep cepuu: WS30121 Pasmep cepuu: 27062 ynak.
Homep perucrpaumoHHoro UA/7392/01/01

YROCTOBEPEHUR:

AHanu3 BbINONHEH No: MKK NTC ot 07.11.2018 k peructpaumosHomy yaoctoeepennio NeUA/7392/01/01

PesynbraT aHanuaa:

Ne n.n. HaumenoBaHwe nokasatens TpeGoBaHWe HOPMATUBHOR LOKYMEHTaLMU PesyneTtar ananuaa
1 Onucaxwue MNpospaqran BecuseTran urn cnerka XenToBaTtas XUaKocTs Cooteetcrayer
2  WaeHTucbukauyms A. Peakums Ha cynbokamcbOpHYIO KUCMOoTy CooTsertcrByeT

B. Y®-cnekTp nornowexus neneityemoro pactsopa & o6nactu ot CooTtseTtcrayeT
200 um 00 340 HM DONKEH UMETL MAKCUMyMbl NPY ANTMHAX BOMH
(220£2) 1M ¥ (290£2) HM

3 Tpo3padHocTb Mpenapat gonxeH BbiTe NPO3PaUHLIM CooteetcrByeT
4  LiBeTHOCTb Mpenapat nonxen BoiTe BecuseTHbIM Unn Okpacka npenaparta Cootsercrayer
AonxHa BbiTb HE MHTEHCUBHEE 3Tanoxa BY4
5 pH 42-58 4.6
6  Wasnekaembit 0bbem Mpenapat gorxeH cooTreTCTBOBATL TPeBoBaHMAM DY, 2.9.17 Coorsercrayer
7 Mexanuueckne BKNKYEHWUA CootsercreeHno MKK 1C Coortsercrayer
8  Conyrcreywne npumecu 4-amuHobeHsonHon kucnoTel - He Bonee 2,0 % CootsetcrByeT
AHecTeauHa - He Bonee 0,1 % Cootsetcrayer
9  CrepunbHOCTb MpenapaT AoMxKeH BbiTh CTEPUNLHLIM CrepunbHeii
10 BakTepuanoHbie 3HLOTOKCHHbI Menee 87 ME/Mn CooTaercrayer
11 KonuyectsenHoe onpegenenve 47,88 - 52,92 mrimn 49,96 mr/imn
HOBOKaWUHa OCHOBAHMUS
KonwuecTteewHoe onpeaenenne 47,12 - 52,08 mr/mn 49,60 mr/imn
CyNbpokaMdPOPHOA KUCNOTb!
12 ¥Ynakoska CootsertcteeHHo MKK fIC CootsetcTByeT
13 Mapxuposka CooreeTcTBEHHO MKK N1C CooteeTtcrayeT

faTta okoH4YaHusa cpoka roanocTn: 01.2024

XpaHeHue: XpaHuTb B OPUTMHANBHOM YNaKoBKe Npy TemnepaTtype He Bolwe 25°C. He 3amopaxueaTh
3aknouerue: Cooreercteyer TpeGosanuam MKK 1C ot 07.11.2018 « PErucTpaumuoHHOMY YAOCTOBEPEHMID
NeUA/7392/01/01

Hdata noanucanus: 72 2 224 B.o. Hauanenmka QKK e




MpoposkeHHA CepTudikart Akocti / CepTudikat aHanisy Ne 170000004543

13 BakTepiaibHi eHAOTOKCUHN MeHuwe 87 MOfmn Bipnosigae

14 KinbKicHe BM3HaueHHA HoBOKaiHy 47,88 - 52,92 mr/mn 49,64 mrimn
OCHOBMU

15 KinkbKicHe BU3HaYEHHA 47,12 - 52,08 mrimn 48,93 mrimn
CyNbdpoKkam$opHOT KUCIOTK

16 YnakoeKa BignoeigHo go MKA N3 Bipnosigae

17 MapKyBaHHA BignoeigHo go MKA N3 Bipnosigae

11. KomeHTapi: bes komeHTapiB

12. ¥YmoBn 36epiraHHa: B opwriHanbHi# ynakosui npu TemMnepatypi He Bulle 25°C. He 3amopoxyBaTi.

13. 3aaBa npo cepTugikadito: Llum nigareepaxyio, Wo BCi BUpoBHUYI cTagil And Liel cepil roTogol npoaykuil 6ynu nposeaeHi

B NOBHIMA BIAMNOBIAHOCTI 3 BUMOraMy, BCTAHOBNEHUMY B YAHHOMY KepiBHUUTEI no GMP,
3ateepaxeHomy MiHicTepcTBOM OXOPOHM 3A0pPOB'A YKpalHK, | 3 BUMOraMy peecTpauiiHoro
AOCBE KpaiHW NPU3HAYeHHA

Cepia nossoneHa Ao peanisadii / BinpaHTaxKeHHA 3 18.05.2022

MNIb: OxoTHikoea T.M.

Mocapa: YnoBHoBaXeHa ocoba

MianucaHo enekTpoHHUM nianvcom: 18.05.2022

3aTBEepAXKYHO

Crop.232



Appeca C2C%3, wm. KuiB, syn. Bopucninbcbka, 13

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

ﬂ n p H u u q (+38044)207-73-41 Bigain KoHTpon AKoCTi
(+38044)207-73-04 YnoeHosakeHa ocoba 3 AKoCTI
(+38044)207-73-27 ¥YnoeHosaweHa ocoba 3 GapmaKoHarnagy

Ceptudikar akocri / Ceptudikar ananisy Ne 170000004543

1. HalimeHyBaHHA npoayKuii: CYNLOOKAMODOKATH - AAPHWLA

{Ha3Ba, cnna AiifakKTUBHICTL, NikapcbKa dopma Ta 1 mn po3uuHy micTUTh: DL-cynbdokamdopHoi kncnoTu 49,6 Mr, HOBROKaiHy

po3Mip YNakoBKY (iAeHTUYHO 10 TEKCTY Ha ocHoBu 50,4 mr

YNakoBLi roToBCT NPoAYKLIi)) PO34KMH ANA iH'ekUii, 100 mr/mn; no 2 mn 8 amnyni; N¢ 10 (5x2) B nauu,i 3
MagK)’BaHHHM YKPaIHCbKOIO T2 POCINCHKOIC MOBaMK

2. Homep cepii: WS30422

3. Posmip cepi: 45178 TYM

4. KpaiHa-BUpOGHWK: YKpaiHa

5. HaiimeHyBaHHA KpaiHu / KpaiH npusHaYeHHA YKpaiHa

AnA cepii:

6. Homep peecTpauifiHoro noceigyeHHa: UA/S7392/01/01
7. flata BupoGHMLUTBA: 04.2022

8. flaTa 3aKiHYe€HHA TepMiHY NPUAATHOCTI 04.2025

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

9. Hasea, agpeca Ta HOMepW RileH3iA BCiX BUpoGReHO, BKAIDYAUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
AiINbHULE BUPOGHULITBA | KOHTPONIO AKOCTI; «PapmauesTiyHa dipma «JapHuua» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
Ceprndikatn signosinHocti GMP Bcix 13;

AINbHULb: nileHzia AB Ne598086;

CBigoUTBO Npo atecTauile naGopatopiil BKA Ne 128;
ceptudikat GMP N2 035/2019/GMP

10. AHani3 BUKOHaHWH 3rigHo: MKA 13 ao peectpauiiiHore noceigueHHa NeUA/S7392/01/01 gig 25.10.2017
N21319, 3i 3miHaMK

PesynbTaTi aHaniay:

N2 n.n. HailiMeHyBaHHA NOKazHUKa Bumorn HopmMaTHBHOI JOKYMeHTau il Pe3ynbTar aHanisy
1 Onuc Mposopa, 6esbapsHa abo 31erka *oBTaBa pigvHa Bignosigac
2 lneHTndikalia A Peakuia Ha cynbdokambpopHy KMcnoTy Bipnosigae
3 lnenTndikauia B YO-CnekTp NorMHAHHA BUNpoboBYBaHOTo po3UnHY B obnacTi sig Bignosigae

200 Hm a0 340 HM NOBUHEH MaTW MAKCMMYyMIK NMPW A0BXKUHAX XBUIb
(220£2) Hm T2 (29012) Hm

4 Mpo3sopicTb MpenapaT mMac 6yTH NPO3OPUM Bignosigac
5 KonbopoBicTh Mpenapat mac 6yTn He3bapsHrm abo 3abapBneHHa npenapaty Mac  Bignosigae
6yTW He iHTeHCWBHIWKWM 3a eTanoH BY4

6 pH 42-538 4,6

7 O6'em, WO BUTATAETHCA Mpenapat mMac Bignoeigat Bumoram JOY, 2.9.17 Bipnosigae

) MexaHiuHi BKNIOYeHHA: BARUMI Binnoeinae sumoram AOY, 2.9.20 Bipnosigae
YaCTMHKK

9 MexaHiuHi BKNIOUEHHA: HEBWAWMI  Bignoeinae sumoram JOY, 2.9.19, meton 1.8 Bipnosigae
YaCTMHKK

10 CynpoBsifiHi FOMiLIKK 4-amiHOGeH30AHOT KNENOTK - He Binble 2,0 % Bipnosigae

11 CynpoBsifiHi FOMiLIKK AHecTe3nHy - He 6inbwe 0,1 % Bipnosigae

12 CTepunbHicTb MpenapaTt Mac 6yTH CTEPUIBHUM CTepinbHUiA

Crop. 132
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Axpec 02093, r. Kmesm, yn. Bopucnonsckasi,13

Ten./®axc: (+38044)568-32-10 [lpuemras

(+38044)207-73-41 OTxnen KOHTPONR KayecTsa
(+38044)207-73-04 YnONHOMOWEHHOE JMUO MO KauecTBY
(+38044)207-73-27 YOOJHOMOWEHHOE JMLO N0 $apMaxoHanzopy

CepTuduKaT cepun nekapcTBEHHOro cpeacTea

1. HaumeHoBaHue, cuna
nNencTBUA/aKTUBHOCTL, NEKapCTBEHHaRA
chopmMa U pasmep YyNnakoBKU
(MAEeHTUYHO TEKCTY Ha ynakoBKe
roTOROW NPoAYyKLMU):

2. Homep cepyit roToBOWU NPOAYKUMMK:
3. CTpaHa-nponsBoanTeb:

4. HaumenoBaHue cTpaHbl / cTpaH
HaszHa4YeHWs ANs cepun:

5. Homep perucTpauuoHHOro
yAOCTOBEPEHUA:

6. lata npounspoacTBa:

7. [laTta OKOH4YaHUs CPOKa rOQHOCTH
(mecsiu v roa, nocne kotoporo JIC He
nNPUMeHAeTcs):

8. HaaBaHus, agpeca U HoMepa
NALEH3UNA BCEX YYaCTKORB
Npou3noACTBA U KOHTPONA KavyecTea:

9. Ceprutpurartel coorsercTeua GMP
BCeX Y4aCTKOB, YKa3aHHbIX B n.8:

10. PesynbTaThl aHann3oB:

11. KoMmeHTapuu:

12. 3asirneHue o cepTuuKaLuiu:

13. Umsa v hamunun
YNonHOMO4Y8HHOro nuua, Kotopoe
ocyuiecTsnsaeT cepTudnkaluio cepun.

14. Moagnuck YNoNnHOMO4YEeHHOro N1uua,
KOTOpOE ocyulecTasnsaer
cepTunKauuio cepuu:

15. Nata noanucaHus:
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CYNbOOKAMOOKAUH-OAPHULIA

1 Mn pacTtsopa coagepxuT. DL-cynbdokaMdpopHOh KUCNOTbI
49,6 Mr, HOBOKanHa ocHoBarnnA 50,4 Mr, pacTeop ANA UHBEKLMA,
100 mr/mn

no 2 Mn B amnyne; no 5 amnyn B KOHTYPHOWU AYEKOBOW
yNakoBKe; NO 2 KOHTYpPHbIE AYERKOBbIE YNAKOBKN B NAYKe C
MapKVUPOBKOW HA YKPAWHCKOM N PYCCKOM f3biKax

WS40121

YkpavHa

Paamep cepun: 44952 ynak

YkpaunHa

UA/7392/01/01

AHBapb 2021
01.2024

Npou3BEAEHO, BKNIOYAA YNAKOBKY/MapKUPOBKY 1 KOHTPONb
Kadectea Ha HAQO «PapmaLesTudeckan dupma «laprHuiuan no
agpecy: r. Kues, yn. bopucnonsckas, 13;

nuuensus AB Ne 598086, cevaertenscTso 0b arrectauyvu
nabopaTopuit OKK Ne 128

cepTudukar 035/2019/GMP

npusefeHs! B cepTudvkaTe aHanunsa (qononHexne 1)

XPaHWTb B OPUrMHarNbHOW YNaKoBKE Npw TEMNEpaType He Bbllle
25°C. He 3amopaxuvBsaTh

3TUM NOATBEPXKAAID, YTO BCE NPOU3BOACTBEHHbIE CTAAUM ANS
3TOM Cepun roToBOV NPOAYKUMM BbiNy NPOU3BEAEHbL! B NOMTHOM
COOTBETCTBUW C TPEOOBAHUAMU, YCTAHOBMNEHHbLIMMN B
nencteyloulem pykoeogctee no GMP, yTeepwaeHHOM
MURKUCTEPCTBOM 3APABOOXPAHEHUS YKPaUHb!, U C
TpeBoBaHNAMU PErMCTPaLMOHHONO ACCRKE CTPAaHbl HAa3HAYEeHUR,

CEPWUH PAIPELLUEHA
K PEANM3ALINA
¢ P
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i " Haszaporko M.B.




LononHexue 1 k CepTudnkary cepuu

CepTtucpukar aHanusa Ne 4

HaumMeHoOBaHMe NpoAayKunK: CYNbOOKAMOOKANH-JAPHWLIA, pacTeop Ans wabekyui, 100 mr/mn, no 2 mn 8
amnyne; o 5 aMnyn B KOHTYPHOW SYEAKOBOW yNakoske; Mo 2 KOHTYpHbIE AYeNkoBbIe
yNaKOBKM B rnadke C MapKupOBKOA Ha YKDAUHCKOM U PYCCKOM A3blKax

Homep cepuu: WS40121 Pasmep cepuu: 44952 ynak.
Homep perucTpaunoHHoro UA/7392/01/01

YyOOCTOBEpPEHUR:

AHanu3 BbINONHEH NO: MKK NIC o7 07.11.2018 « perncTpaumorHomy yaoctosepenunio NeUA/7392/01/01

Pesynbrar aHanusa:

N2 n.n. HaumeHoBaHue nokasatens TpebGoBaHue HOPMaTUBHOW AOKYMEHTaUWKU PesyneTar aHanusa
1 Onucanve Mpo3pauxasn BecuseTHan WNK CNerka XenToBartas XuakocTb Coorsercrayer
2 UpenTudukauus A. Peaxkuus Ha cynbdokamopHyo KNCNoTy CooTseTcTBYET

B. Y®-CnekTp NOrnoWweHns UCnbiTyemoro pacteopa a obnactu ot CootsercrayeT
200 1M A0 340 HM AONKEeH UMETb MaKCUMYMb! NPU ANUHAX BONH
(220+2) Hm 1 (290+2) KM

3 Mpo3pauHocTs MNpenapat gonmxer GbiTe NPO3paYHbIM CooTaeTtcTByeT
4  LiBeTHOCTb Mpenapar gonxek GbiTe GECLBETHLIM UMK OKpPacka npenapara Cootsetcrayer
AONXHa BbiTh HE MHTEHCUBHEE 3TanoHa BY4
5 pH 42-58 46
6  Wasnekaembih ovem Mpenapar aonxex cooTseTcTeoBaTe Tpebosanuam FPY, 2.9.17  CooTsercrayeT
7  MexaHu4eckue BKNYEeHUA CooteercraenHo MKK N1C Coorsercrayer
8  ConyTcTByOWME NPUMECH 4-amuHOOeH30MHOM KUCNOoThI - He Gonee 2,0 % CoorserctayeT
AHecTteavHa - He Bonee 0,1 % CootsercrayeT
9 CrepunbKoCTb MpenapaT aonxeH BbiTe CTEPUNLHLIM CTepunuHbIA
10 BakTtepvanbHble 3HA0TOKCUHbI Menee 87 ME/mn CoorsercTayeT
11 KonuuecrsewHoe onpeaeneHue 47,88 - 52,92 mr/imn 50,25 mrimn
HOBOKauHa OCHOBAHUA
KonuuectseHHoe onpeaenexue 47,12 - 52,08 mrimn 49,86 Mr/mn
cynbhokaMbopHOR KUCNOThI
12 Ynaxoska CootsertctaernHo MKK JIC CooTseTcrayeT
13 Mapkuposka Cooteercreexnno MKK fiC CooreeTtcTayer

[laTa okoHuYaHuA cpoka rogHocTu: 01.2024

XpaHeHue: XpaHuTL B OPUIMHANLHOM yNakoBke Npu Temneparype He Boite 25°C. He samopaxusath
3aknioyeHue: CooTserctayer TpebosaHuam MKK J1C o1 07.11.2018 « perucTpaLnoHHOMY YAOCTOBEPEHUID
NeUA/7392/01/01

[ata noanucanus: 715" 2 200 ¢ B.0. HauansHuka OKK: ®epnopuyk C.B.
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