160019, r. WainkenT, Pawnpnosa 81
Ten.: +7(725) 2610140, +7(725) 2610120
Oaxc: +7(725) 2561406
Web-site: www.santo.kz
E-mail: santo@santo.kz
Ne KZ.T.16,E0693
ot 17 Hoafips 2021 1. peiicTautenet Ao 17 Hoatps 2026 r.
3apenicTpupoBak B Peectpe cyBLexTos aKkpeauTaLmm
HauoHaneHoro LiexTpa AxkpeauTayyv KomuTeTa TexHnHeckoro
DETYNMPOB3HMA K METPONOMK MYHIUCTEPCTEE MHAYCTPHM ¥ HOBBIX
Texvonorai PecnyBnum Kasaxctan

MPOTOKON UCTbITAHWM Ne 1208/2
oT 27.05.2022
OKK.COn-A1-005 (xoauposka eDMS SOP005180)

KZ.T.16.E0693

TESTING

AD “XUMOAPM” “XUMDAPM" A
OT/IEN KOHTPONA KAYECTBA CAMAHBI smbmny}éeniui
Pecny6nuka Kasaxcrau, KasaxgTaH PecnyBnnkace,

160018, iLlsmkenT x, Palumaos kewweci 81

Ten.; +7(725) 2610140; +7(725) 2610120
Oakc: +7(725) 2561406
Web-site: www.santo.kz
E-mail: santo@santo.kz

Ne KZ.7,16,E0693
17 Kapawa 2021 xbinaan 17 Kapawa 2026 mbinfa Aeitin Xapamapl
Kasakeran Pecnybnukacs!Hbi VHAYCTPUA XIHE Kana TEXHONOrMAnap
MUHUCTPAiHIH, MaTpOnonA KaHe TeXHUKaNbIK peTTey KOMMTETIHIH
¥NTThiK AKKDEANTTEY OPTanbifbiHbiH,
Cy6wekineppi akkpepwrtey TisiniMiHAae Tipkenrex

Haumerosarme npoaykum TPAHEKCAMOBASI KUCIIOTA — AKPUXWH, pacmeop 0515l 6HympugeHHo20 86edeHus

50 m2/mn Ne 10
3amsuTens AO «Xumdapmy, Pecnybnvka Kazaxcra, r. LbimkeHT, yn. Pawmnosa, 81

Buf MCMbITAHMIA: KOHTPOMb FOTOBO NPOAYKLIMA
Cepus 220500623

KonuyecTso BKMI0HAs apXMBHsIE/KOHTPOMbHbIE 06pastibl 4 593 yn. Cpawo Ha cknap 4 581 yn.
[Jlara npoussoacTea 12.05.2022 lonex ao 05.2024

flara ot6opa 13.05.2022
dupma — uarotosnTens: AQ «Xumcapmy, Pecnybruka Kasaxcran, . [UbIMkeHT, Y. Paluraosa, 81

®upma — npedbasuTeNs: AQ «Xumdapmy, Pecnybnvka KasaxcraH, r. WeimkeHT, yn. Pawmaosa, 81
[lata Hayana v koHLa venbitaHuit: 13.05.2022 — 27.05.022

YcnoBus okpyxkarouiei cpeabl: Temneparypa 22,6 °C, BnaxHocTe 49.1%
AHarnua oinonHuny; Watmarosa K0.0, Terkens @.A.
WenbiTakve BsinonHeso no HE NM-005741-210819 v u3m. Ne 1, Ne 2

HawmeHogaHue nokasarenei MeToab! MCnbITaHNIA SHISHNE NOKISaTERaN
Hopma dakr
1 2 3 4
Onwucaxne Mpo3apayHast unm No4TH
BuayanbHbIi npoapayHas, becuseTHan ﬂp}::ﬁi:;a: bgicglgi{:ag
MRS 00 CRalTIo- KOPUYHEBATBIM OTTEHKOM
KOPUYHEBATLIM OTTEHKOM
MoAnNUHHOCT BIXKX Bpemst yaep#aHus 0CHOBHOTO Bpems yaepxaHna OCHOBHOTO
MWKa Ha xpomarorpamme MkKa Ha Xpomarorpamme
pacTBopa cpasHeHWA A0IMKHO pacTeopa CpaBHeHWA
COOTBETCTBOBATE BPEMEHN COOTBETCTBYET BPEMEHN
YOEPXUBAHWA NkKa YREPKMBAHMA NiKa
TpaHeKCcaMOBOI KWCNOTbI Ha TpaHeKcamoBO KUCNOTk! Ha
XpOMaTorpaMme CTaHAApTHOro | XpoMaTorpamme CTaHAapTHOTo
pacrsopa pacteopa
KauecTeeHHan peakuus Mpv nprbaeneHi k 1 Mn Mpu npubasnermn k 1 mn
wenbiTyemoro pacteopa 1 mn 0,2 uenbiTyemoro pactsopa 1 Mn
% pacTBopa HUHMAAPUHE 1 0,2 % pacTeopa HUHMMAPKHE W
HarpesaHvk B TeYeHne 2 MUH HarpesaH1 B TeYeHue 2 MuH
NOSBNAETCS CUHEBATO- NOSIBNAETCA CHHEBATO-
(hWOMNETOBOE OKpaLMBaHue (bVONETOBOE OKpaLLVBaHHE
Mpo3apadHocTb e PO,
Pt 0C.1.2.1.0007.15 Fpenapar AoMmieH Baims Mpo3padsi
unu EP npo3pa4vHbIM
LiseTHoCTs (o PO, Okpacka npenapara AoMmKHa Oxpacka npenapata He
0%C.1.2.1.0006.15 BbITb HE MHTEHCMBHEE OKPAckW | WHTEHCWUBHEE OKPacKu 3TanoHa
unu EP aTanoHa Bs Bs
pH re Po,
O"’C'l"qfﬁ‘é%?m-‘s O76,5708,0 675
NoTEHLMOMETPUYECKN
aHMYECKUE BKNIOHEHUA ro P, Buoumble YacTuubi Brinepxusaet TpeboBaHus
0®C.1.4.2.0005.18 [penapart AoMMKeH BblAEpkKVBaTL
wm EP TpebosaHusa
e Pe, Hesvpumble YacTulb
0®C.1.4.2.0006.15 yacTul paamepom 10 MKM U

Creiual




1 2 3 4
wrm EP Bonee - He Gonee 6000 B amnyne; 5
4acTvL pasMepom 25 MKM U1
Gonee - He bonee 600 B amnyne 1
PoacteeHHble npumec: BIXX
Mpumecs A, % He 6onee 1,0 Menee 0,05
Mpnmecs B, % He Bonee 0,5 Menee 0,05
Mpumeck C, % He boriee 0,1 Menee 0,05
Mpumecs D, % He 6onee 0,1 Menee 0,05
Miobas
HeWaeHTUMULMPOBaHHAS
npumecs, % He Gonee 0,1 Menee 0,05
Cymma
HeNAEHTMVLMPOBAaHHBIX
npumeced, % He bonee 0,3 MeHee 0,05
M3pnekaeMbin 0bbeM, M e P,
0¢C.1.4.2,0003.15 He menee 5,0 5,0
wm EP
BaxTepranbHbie SHH0TOKCHHbI, re Po :
E3/mn npenapara 00C.1.2.4.0006.15 He Bonee 16,5 He Bonee 16,5
unu EP
CrepunbHOCTL e pe
0¢C.1.2.4.0003.15 lMpenapart gomkeH bbiTh .
un EP, P CTEPHMbHbIM Crpnbislt
METOA NpAMOro Nocesa
KonuyectseHHoe
ONpenenenve; MoTeHuMoMeTPHYECKOR
- TPaHEKCAMOBO KMCMOTLI B 1 TL:anoaaEue Or 47,5 po 62,6 7%

Mr1 penapara, Mr

Ynaxoska

HL M-005741-210819

Mo & mn pacTeOpa B amnynb
HeATpanbHOro cTekna Mapku
HC-1 ¢ Toyko# v KonbLoM
uanoma.
Ha kawayto amnyny HaknevsaioT
STUKETKY.

Mo 5 amnyn ynakosbiBaioT 8
KOHTYPHYIO AHEMKOBYIO YNakoBKy
13 NNEHK NONMBIHMNXIOPUAHOMN

¥ hONbIU aNIOMURKEROR,

Mo 1 unwn 2 KOHTYpHbIE
A4elKoBble YNaKoBKU BMECTE C
YTBEPMAEHHOW MHCTPYKLUVWER no

ME[MLIMHCKOMY NPUMEHEHMIO
NOMELLAIOT B NAYKY M3 KapToHa.

Mo 5 mn pacTeopa B amnynsi
HEeMTPanLHOro CTeKna Mapku
HC-1 ¢ Toukoit nanoma.

Ha kaxayto amnyny
HAKNEMBAIOT ATHKETKY.

Mo 5 amnyn ynakoBkiBaT B
KOHTYPHYIO A4eiKoBYI0
YNaKkoBKy W3 NneHKu
NONUBAHUNXMOPHEHOA K
onbrm anioMuHYEBOIA.

Mo 2 KoHTYpHbIE S4eiikoBbIe
YNakoBKW BMECTE ¢
YTBEPXAEHHON MHCTPYKUMEH No
MEAULMHCKOMY NPUMEHEHMIO
NOMELLAIOT B Na4Ky 13 KapToHa.

Mapkuposka

HA NN-005741-210818
¥ uam. Ne 1

Ha aTukeTke Ans amnynsl
YKa3bIBatoT TOProsoe
HaVMeHOBaHWe npenapara,
neKkapcTeeHHyIo opmy,
L031poBKy, 06LEM COREPKIMOr0
amnynbl B MURSMAKTPaX,
«CTepunbHo», SAP Homep
{BHYTDEHHMIA NPOM3BOACTBEHHbIN
K0f), HOMEp CepH, CPoK
rOQHOCTH, HA3BaHWe U CTpany
OHpMbI -NPON3BOANTENS,

Ha KoHTYpHON R4elikoBoi
yMaKoBKe YKasblBaloT HasBaHue W
CTpaHy (hUpMbI -NPOM3BOAUTENS,
TOProBO€ HauMeHoBaHVe
npenapara, NekapcTBEHHYI0
¢opmy, 803upoBky, 0btem
COAEPXMMOr0 amnynkl B
MUMMANUTPaX, KONWYECTBO amnyn
B OAHO ynakoske, « CTEpUIbHO»,
SAP Homep, HOMep cepwm, CPoK
TOJHOCTH.

Ha atvkeTke gns amnynsi
YKka3aHbl: TOProBoe
HaWMeHOoBaHWe npenapara,
nexapcTeeHHaa hopma,
[103MpoBka, 06bem
COREPXVUMOro aMmnynbl B
MUnIMNUTpaX, «CrepunbHoy,
SAP Homep (BHYTPEHHWIA
NPOK3BO/CTBEHHBII Kog),
HOMEPD Cepuu, CPOK FOAHOCTM,
Ha3BaHe 1 CTpaHa pmbl -
npou3soanTens.

Ha KoHTypHoii siuelikosoit
YNaKoBKe yKa3aHbl: Ha3BaHue 1
cTpaHa mpms -
NpoK3IBoaUTENs, TOProBoe
HavMeHoBaHWe npenapara,
nexapcTBeHHas (opma,
[1031pOoBKa, 0bbem
COABPXMMOr0 amnynbl B
MUNAMNUTPax, KONWYecTBo
amnyn B OJHOM ynaKkoBKe,

Crp.2mal



1 2 3 4
Ha nauxe ykassiBaioT HaasaHue, «CrepunbHo», SAP HoMep,
CTpaHy 1 ropog dupMel- HOMep CepuM, CPOK rOAHOCTH.

MPOM3BOAWTENR, HAaZNWChH
«AKPXWH», Toprosoe
HaMMeHOBaHWe npenapara,
MeXayHapogHoe
HenareHToBaHHoe
HauMeHOBaKue, NeKapCTBEHHYK
Gopmy, AO3MPOBKY, Ha3BaHue 1
COAepXaH1e AeHCTRYOWEro
pewecTea 8 1 MunnunuTpe
npenapara B MURIUrpamMmax,
nepeveHb BCNOMOraTenbHbIX
BEWecTs, 06beM COASPKUMOro
amnynil 8 MUNTIANUTPAX,
KONMHECTBO amnyn B 0fHOM
YNaKoBKe, YCNOBWA XpaHEHWS,
YCMOBKA OTryCKa, «XpaHuTb B
HEROCTYNHOM AnA AeTer MecTey,
«CTepunbHo», «BHyTPUBEHHOY,

«BaKTepuanbHble HAOTOKCHHBI B

npegenax Hopmbl», «Mepen
MPUMEHEHNEM 03HAKOMMTLCA G
UHCTDYKLMeM», «He NnpuMeHaTL
N0 UCTEYEHMN CPOKA FOOHOCTH,
PErUCTpaLyMoHHbIit Homep, SAP
Hamep,
thapMakoTepanesTUECKyH
Tpynny, HOMep Cepuu, Cpok
FOAHOCTH U LUTPMXOBOI Kop.
flononkuTensHo MoryT BuiTe
HaHeceHb! CpeAcTea
UaEHTUMKaL MM,

Ha nayke ykasaHbl: HaasaHue,
CTpaHa v ropof vpmbl-
NpOW3BOAUTENS, HAAMKCh
«AKPUXAH», Toprosoe
HauMeHoBaHWe npenapara,
MeXayHapoaHoe
HenaTeHToBaKHoe
HauMeHoBaHwe,
nexapcTBeHHas ¢opma,
A031poBKa, HasBaHue
coAepxaHue AeicTByloLero
BellecTsa B 1 MunnunuTpe
npenapara B MUNNUrpaMmax,
nepeseHb BCOMOraTenbHbIX
BELEcTB, 06BEM COOEPKUMOro
amnynsl B MUNNMNUTPAX,
KONMMECTBO amnyn B OHOI
YNaKoBKe, YCNOBMS XpaHEHMs,
YCNOBUWA OTNyCKa, «XpaHuTb B
HEAOCTYNHOM ANs feTen
mecte», «CTepunsHo,
«BHyTp1BEHHOY,
«bakTepuanbHble SHAOTOKCHHbI
B npeqaenax Hopmbl», «epea
NPUMEHEHHEM 03HEKOMUTLCS ¢
UHCTPYKUMeR», «He npumeHsTL
M0 UCTEHEHUM CPOKa
FOAHOCTUY, PETUCTPALMOHHBIA
Homep, SAP Homep,
thapmakoTepanesTMYecKas
rpynna, HoMep Cepuu, CpoK
FOAHOCTH W LITPMXOBOW Ko,
HAononHuTensHo HaHeceHb!
CpencTBa UaeHTUdUKaLMN,

XpaHeHue

Hf NM-005741-210819

B 3aluiLeHHOM OT CBETa MecTe,
npu Temneparype He Boiwe 25 °C

B sawuuieHHom ot ceeta
MecTe, Npu TeMneparype He
Bbiwe 25 °C

Cpok rogHocTu

H[ J1N-005741-210819

2roga

2ropa

3AKITHOYEHUE: Coorteetcteyet Tpebosanuam HO NM-005741-210819 u mam. N 1, Ne 2 no vcnbiTaHHBIM NOKa3arensm He
COAEPXUT 3HAYEHMUA (OTKNOHEHNS), NPEBbILAKLME AONYCTUMBIE HOPMbI,

®.1.0.
HonxHocTb Mopnuce
YreepxaeHo: UYepHbiwesa /1.H.
HavanbHuk OKK AO «Xumdapm» ﬁd( :
MpoBepeHo: INyruka E.A. A ) "
P 3asenyloluit nabopatopuu roToBoM 7/ Z,{ L]~
npopykumn OKK AQ «Xumchapm» -/
Kosras M.A, ,
3aseqylowuit MUKpOGHONOrMYECKoit W
nabopatopun OKK AQ «Xumcbapm»
MoproToBNeHo: Fnptosa E.B. ?
CCrienelandet ICuNA OKK AO «Xumdbapm» ‘W

MpOTOKON MCNbITaHUiA PACTIPOCTPEHATCA TCNLKO Ha 0BPa3LL], NOABEPrHYTHIE UCMIBITaHKAM,
} MonHan wK YacTsHan nepeneyarka npotakona Ge3 paspeweris
Otnena Kontpona Kasectea AQ «Xvumtapms 3anpeujeHa

Crp3u3l



AOQ «-AKPHXHH» SOP004510
JSC « AKRIKHIN»

PASPEIIEHHE HA PEAJIM3AIIMIO Ne 569-2022
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHHE NMPOAYKLHHU T'IT: TPAHEKCAMOBAS KUCJIOTA-AKPUXWH PACTBOP TSl
FINAL PRODUCT NAME: BHYTPHUBEHHOI'O BBEOEHHA 50 MI'/MJI Nel0
MEXIYHAPOIHOE HETTATEHTOBAHHOE TpaxekcamoBan Kucnora
HAHUMEHOBAHHE:
INTERNATIONAL NON-PROPRIETARY NAME:
HOMEP CEPUU: 220500623
BATCH No:
/’IO,L{ NMPOAYKTATII: EXCL-0200-000
A FINAL PRODUCT CODE:
YMAKOBKA: 5 MIT - aMITYJIEL C TOYKOM WITH KOMBLOM u3noMa (10 w.) - nauku
ENVELOPE: KapTOHHEIE
I'OJAEH J10: 05.2024
EXPIRY DATE:
OBBEM MOJYYEHHOHW NMPOAYKLIUH 4581 VITAK
(YITAKOBKH):
FINAL QUANTITY (UNITS):
PETHUCTPAIIHOHHOE Y/IOCTOBEPEHHE: JITT-005741
MARKETING AUTHORIZATION No:
HAMMEHOBAHHE U AJIPEC JEPXKATEJA AO "Xumbapm" KZ,160019,r. Isimkent,yn. Llapat Pamnmos, 1. §1
PETHCTPAUHOHHOI'O YIOCTOBEPEHHA:
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:
HAHMEHOBAHHME U AJIPEC NPOU3BOIUTEJIA AO "Xumdapm" [Pecnybnuka Kaszaxcran] 160019, r. IllbimkeHT, ym.
(BBINMYCKAIOWHHA KOHTPOJIb KAYECT BA): Pawmmnosa, a. 81
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

Hdannasn cepust 6bina mpomsBeieHa, BKAOYAN YNAKOBKY W KOHTPO/bL Ka4ecTBa, Ha BhILIEYKA3AHHOH NPOM3BOICTBEHHOMH
T10AaaKe B [OJHOM COOTBETCTBHH C TpeGoBAHHAMH cGMP ueneBoro prIHKa H perucTpaHOHHON AoKyMeHTanHeil.

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
¢GMP requirements of the intended market and with the Marketing Authorisation,

Tpon3BoacTBO cepHM, yNAKOBKA M AHATU3bI GLLTH NPOBEpPeHbI H MPHIHAHLL COOTBETCTBYIOIHMH cGMP.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP,

KauecTro npoayxTa cooTBercrByeT TpeGoBaHHAM JI1-005741-210819, Mam Nel, Ne2

The quality of the product conforms to the Specification

HacTosutum MoATBEPA 1410, YTO BLIMIEYKA3AHHAN CEPHS PAIPElIeHa K peaTH3aLuu

I hereby certify that the above Zjﬁ ned batch is released to the market. 16. 06, 202
YnoaHOMoOYeHHOE JTHLO ®uwinmonosa H.B  TMpukas Ne 431 o7 30.04.2021  Jara:

QP Name Order Date

AOBEPEHHOCTb OT NOCTABLUMKA: Nel384 ot 29.04.2022 1.

POWER OF ATTORNEY:

Jara Beinycka: 16.06.2022 16:29:30

Jlara pacnevaTku: 16.06.2022 17:18:15

Pacneyaran: JLII. XXaposa

NMuet 1 us 1



