AQ "XMMOAPM" “XHMDAPM” AK,

OTAEN KOHTPONSA KAYECTBA CANAHbI BAKLINAY Beniml
- Pecnybnuka Kasaxcran,
KasaxcTan PecnyGnukacsi,
gl L e, Fuuae b1 160019, LUbimxenT x, Pauumnos xelveci 81
en.: +7(725) 2610140, +7(725) 2610120 Ten.: 2610140 251 961012
axc: +7(725) 2561406 en.: +7(725) 2610140; +7(725) 2610120
Wab-'siia' e Oaxc: +7(725) 2561406
" WAW.58010.k2 Web-site: www.santo.kz

E-mail: santo@santo.kz E-mail: sanlo@sanlo.kz

Ne KZ.T.16.E0693

KZ.T.16.E0693 or 17 Hoabpe 2021 r. gekicTauTene o 17 Hoabps 2026 r, . Ne KZT.16.E0693 B
TESTING JapemcTpnposan B PeecTpe cyGbexTo axkpeanTaUkM 17 Kapawa 2021 oingan 17 Kapaa 2026 mbinFa AeiH #apamas!
SRt KasaxcTan PecnybnirachiHbiy HHAYCTPHA XaHE Xana TeXHONOrMANap

HayuokankHoro Lientpa Axkpepuraumu KoMuteTa TexHudeckoro
PerynupoBatua ¥ MeTPONOrHKM MUHHCTEPCTEE MHAYCTPHU M HOBBIX
TexHonorui Pecnybnnkn Kasaxcran

MAHMCTPNiriHiK MeTponomis aKe TexHukanslx petTey KoMuteTiHiy,
YNTTbIK AKKDEJIATTEY OPTanblfbibIK,
Cybuextinepnj akxpeantey TisinlMikge Tipkenren
MPOTOKON UCMBITAHUIA Ne 184/2
ot 28.03.2022
OKK.COM-A-005 (koaupoeka eDMS SOP005180)

Havmerosarme npoaykyun HEUPOITOJI, pacmeop Ons eHYMpueeHHO20 U HYMpPUMBILIEYHO20 88edeHUS,
250 me/mn amnyna 4 mn Ne 5

3ansurent AQ «Xumdapm», Pecnybnmka Kasaxcran, r. LbimkerT, yn. Pawnaosa, 81

Bua vcnbiTanuia; KOHTPONL roTOBOM NDOAYKLMY

Cepua 220300600

KonuyecTso BKIIo4aR apxuBHbIE/KORTPOMbHbIe 06pasLbl 12 469 yn. Cpavio Ha cknap 12 325 yn.
[ara npoussoncrea 14.03.2022 lopen po 03.2024
[ara otbopa 14.03.2022

®upma - usroTosuTens: AQ «Xumbapmy, Pecnybnmka Kazaxcrad, r. LLbIMKeHT. yn. Pawwpnosa, 81

Pupma — npeavasuTens: AQ «Xumdapmy, Pecnybnuka KasaxcraH, r. LbiMKkeHT, yn. Pawmunosa, 81

flata Ha4yana W koHLa MenbiTaHui: 14.03.2022 — 28.03.2022

AHanws seinonsuni: Boronkuba C.H., Kocymosa @.I°.

Ycnosus okpyxaiowed cpesbl: Temneparypa 21,2 °C, BnaxHocTs 29,2 %

WensiTanue BoinonHeHo no IM-Ne (000164) - (Pr-RU) - 220321

5 5 3HayeHue nokasarenen
HaumeHoBaHue nokasarenen MeTopb1 ucnbITaHni
Hopma ®akr
1 2 3 4
Onucanve BuayanbHsi Mpo3pauran becuseTHas Unn lMpospauHas cnerka
Crerka oKpalleHHas XWaKOCTh OKpalLeHHas XWAKOCTL
MopnuHHocTL Bpewma yoepxusaHus Bpems ynepxusaHus
OCHOBHOTO NuKa Ha OCHOBHOTO NWKa Ha
XpOMatorpamMMme UCILITYEMOro |  XPOMaTorpaMMe WUCTbITYEMOro
BOXX pacTBopa [OMKHO pacTaopa cOOTBETCTBYET
COOTBETCTBOBATL BPEMEHM BpPEMEHH yAepX1BaHUA Nika
YAEPKMBAHUA NUKA LMTUKONMHA LMTHKONMHA HATpUA Ha
HaTpWsa Ha XpoMaTorpamme Xpomatorpamme CTakAapTHoro
CTaHAAPTHOro pacTeopa pacTeopa
MNpospaurocTb Mpenapar ponmkeH BbiTe
" TIPOSEHb [0 CRRgHGH C Mpenapar no crenexn
I'® Xl vunu EP, B13yanbHbii Bgi?]v; ﬂ:i ::;:::g::;:;m;;o o e% " EHFEl W He MDEBLILLIAET
[OMXEH NpeBbILLATS CYCNEH3W0 cpaBHEHMA |
CycneHsuio cpaBHerus |
LiseTHocTb Npenapat gonxeH bbiTs
F& XIll vt EP, aayansHbli BecLiBeTHbIM UNK OKpacka O«kpacka npenapara He
i npenapara He A0MKHa npesbILUAeT okpacky pacTsopa
npeBbillaTh OKpacky pacteopa cpaeHeHus BYs
cpasHeHus BYs um GYs
pH e Xl wnm EP,
NOTEHLMOMETPUHECKIAH Onbpots 6,75

Crp.iuad



Mexanuyeckue BKNIOYEHUs

PoacTeeHHbIe npumecu:
- UMTAuH 5' - MoHodocdar, %
- Npumecs ¢ RRT okono 1,8, %
- HenpenTUdMLMpoBaHHas
npumecs, %

- CyMMa npumecei, kpome
LMTavH §' - moHodhoctara u
fpumeck ¢ RRT okono 1,8, %

- CyMMa Bcex npuMeceti, %
W3Bnekaembii obbem, Mn
BakTrepuansHsie SHAOTOKCUHbI,
Edimr

AHOManbHag TOKCHYHOCTB

CrepunbHocts

KonuyecraenHoe
onpepeneHue:

Conepxanue LMTHKONMHA B
OAHOI amnyne, mr

I'® Xill wn EP, BU3yanbHbIi

Fo X wnm EP,
CHETHO-thoToMeTPUYECKMi]

BAXX

o Xl wnm EP
F'o Xl umm EP

e Xl unm EP
Meton npsmoro nocesa

Buaumele HacThyb;
Honxbl oteycTaomars npu
BUsyankHoM koHTpone Ha

Benom u uepHom thoHe

Hesuaumere HacTuyel:

2> 10 MKk, Ha amnyny He 6onee
6000

> 25 MkM, Ha amnyny He 6onee
600

He Gonee 1,0
He Gonee 2,0

He 6ones 0,2

He Gonee 1,0

He 6Gonee 4,0
He meres 4,0

He 6onee 0,175

Mpenapar ponwen BbITh

HETOKCUYHbIM
Mpenapar nonwer Gbirs
CTEPUNLHLIM

01 950,0 go 1 050,0

Ynakoska

Mapkuposka

- (PF-RU) -
1

1111-Ne (000164)
22032

IIN-Ne (000164) - (PT-RU) -
220321

Bbinepxupaer TpeBoBanms

Menee 0,05
Mekee 0,05

Menee 0,05
Menee 0,05

Menee 0,05

He TokeuyHbIi

CrepunbHbit

1026,31

Mo 4 mn 8 amnyne)
HeliTpankHoro crexkna, Ha
Kaxgyio amnyny Haknevsaior
STUKETKY M3 Bymarn
ITUKETOYHOIA.

Mo 5 amnyn ynakosbizaior 5
KOHTYDHYI0 Aueiikosyro
YNaKoBKy M3 nnewkm
NONMBMHANXNOPMAHOK 1
onbri anommuHmesoir, 1
KOHTYDHYI0 Aueiikosyro

YNaKoBky BMecTe ¢
yTBepXaeHHo VHCTPYKLKel no
MEANLMHCKOMY npuMeHeHo
NOMELLAIOT B Nayky u3 KapToHa.
Ha atukeke ang amnyne|
YKa3bIBaKT ToBaApHbIN 3Hak
NPeANpUATUA-NpowsoauTens:
CTUNM30BaHHas TabneTka ¢
KPECTOM U Haammek « SANTO
Member of Polpharma Groupy,
TOProBoe HauMeHoBaHWe
npenaparta, MexgyHapoaHoe
HenaTeHToBaHHoe
HaumeHoBaHwe,
TeKkapcTeeHHyio thopmy,
A03UPOBKY, 06beM
COAEPXUMOT0 amnynb) s
MAnNUIMTPax, SAP Homep

Mo 4 mn 8 amnynp)
HeATpanbHoro crekna, Ha
Kaxayio amnyny Haknewsarot

He Gonee 0,175

STUKETKY 13 Bymaru

3TUKETOYHOM,

Mo 5 amnyn ynakoesisaior &
KOHTYPHYI0 Auelikosyio

YNaKoBKy 13 nneHx|

NONMBUHUNXNOPUAHO 1
onbry aniomuHmeso,
1 KOHTYpHyI0 A4eNKoBYI0
YNaKoBKy BMecTe ¢
yTBEPXAEHHOMN MHCTPYKLMen ro
MEAULMHCKOMY RPUMEHEHMIO
NOMELLaIOT B NavKy ua kapToHa,

Ha atuketie gng amnyne

YKa3aHbl: TOBaPHbIi 3

NPEANPUATAR-NpoM3BoaMTENS:
CTUnuaoBaHHan Tabnetka ¢
KPECTOM W Hagnuch « SANTO

Member of Polpharma G

Toprosoe HanMeHoBaHWe
npenapara, MexayHaponHoe

HenarteHToBaHHoe

HalUMeHOBaHWe, NeKapcTeeHHas
¢opma, A031poBKa, 0bbem
COAEBPXUMOro amnynbI
munnunuTpax, SAP HoMep

(BHYTPEHHM
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NPOUIBOACTBEHHbI Koz),
HOMep cepu, cpok roaHocTH.
Ha koHTypHoit svelikosoi
YNaKosKe ykasbisaiwT TOBapHbIi1
3HaK npeanpuaTUs-
npouasoauTens:;
CTUNN30BaHHaA Tabnetka ¢
KPEcToM W Hagnuck «SANTO
Member of Polpharma Groups,
TOProBog HaMMeHoBaHKe
Npenapara, mMexayHapoaHoe
HenaTteHToBaHHoe
HanMeHoBaHe,
TIekapcTBeHHylo thopmy,
A031poBKY, 06BEM
COABPXMMOro aMnynbi B
MUNIIANUTPaX, KonudecTso
amnyn e oaHoi ynakoske,
«CTepunbHoy, «BRyTpuBEHHOY,
«BHYTPUMbIWeyHON, SAP
HOMED, HoMep cepiu, cpok
TOAHOCTH,

Ha navke ykasbisajor
NPeAnpUATUA-NpOUIBOAUTE ML,
€r0 TOBapHbIii 3HaK:
CTUNU3oBaHHan Tabnetka ¢
KpecTom u Hapmmes « SANTO
Member of Polpharma Groupn,
fopuan4eckuiA anpec, Toprosoe
HanMeHoBakwe npenapara,
MeXayHapoaHoe
HenaTeHToBaHHoe
HalMeHoBaHue,
NekapcTeeHHyo (opmy,
LO3MPOBKY, Ha3BaHWe
CoAepxanne pefcTayiolero
BeLlecTsa 8 1 MUnUnUTpe
fpenapara 8 Munnurpamma,
NepeyeHb BenomoraTenbHbix
BeLLecTs, 0bbem cogepimumoro
amnyIibl B MUNNMIMTpaXx,
Kennu4ecTso amnyn B ogHoi
ynakoske, ycrosus XpaHeHus,
yenosus oTtnycka, «XpaHuTs B
HEAOCTYNHOM AnA peTel
mecten, «CTepunsHon,
«BHYTpUBEHHOY,
«BHYTPUMBILLEYHOY,
«bakTepuansHsie sHROTOKCHHSI

B NpeAenax Hopmbl, «Mepepn
NpUMeHeHWeM o3HaKoMUTLCS ¢
MHCTDYKUMe», «He npumensTs

M0 UCTEYEHWM Cpoka
TOAHOCTAY, PErUCTPALIMOHHBIN
Homep, SAP Homep, HoMep
CEpMM, CpoK roaHoCTH U
LITPUXOBOW Kof,

BononxutensHo MOryT GbiTh
HaHeceHb! cpeqcTaa
WAEHTUDMKALMM,

MPOM3BOACTBEHHBII Kop),
HOMEPp capun, cpok rogHocTy.
Ha koHTypHoi suelikoBoii
YNaKOBKE yKasabl: ToBapHbIii
3HaKk npeAnpuATHS-
npousBoauTens;
CTWN130BaHHaA TabneTka ¢
KPECTOM 1 Haanmes « SANTO
Member of Polpharma Groupy,
TOProeoe HaMmeKoBaHue
Npenapara, MexayHapogHoe
HenaTteHToBaHHoe
HavMeHoBaHwe, nekapcTeeHHas
thopma, A034POBKa, 0bbEM
COABPKIMOro amnyrbl &
MUnnunuTPax, Konuyecreo
amnyn s 0AHON ynakoske,
«CTepunsHoy, «BHyTpMBeHHo»,
«BHyTpMMbJLLIeHHO», SAP
HOMED, Homep cepuw, cpok

rogHocTy,

Ha naure ykasan):
npennphnme-npowsso,qmenb,
€r0 TOBaPHkLINA 3HaK:
CTUNU30BaHHaA TabneTka ¢
KPECTOM 1 Hapnues « SANTO
Member of Polpharma Group,
lopuandeckuit agpec, TOprosoe
HalMeHosaHue npenapara,
MeXnyHapogHoe
HenateHToBaHHoe
HaMMEHOBaHwe, nekapcTBeHHas
thopma, f03Mposka, HassaHue u
coaepxaHue AeicTayiowero
Bellectsa B 1 munmmnuTpe
npenapara B Munnurpammax,
NepeyeHb BCNoMoraTenbHbIX
BELLECTB, 06bem copepiumoro
aMnynbl B MUNNKUNMTpaX,
KONW4ECTB0 amnyn B oHOM
YNAKOBKE, YCrOBMA XpaHeHus,
YCNoBuA oTnycka, «XpaHuTs &
HEAOCTYNHOM Ans feteit
MecTen, «Crepunbhon,
«BHyTpUBEHHOY,
«BHYTpUMBILLEYHOY,
«bakTepuansHbie SHAOTOKCHHbI
B Npeaenax Hopubiy, «Mepeg
NPUMEHEHHMEM 03HAKOMUTLCSH C

MHCTPYKLWei», «He npumeHsaTs

N> NCTEYeHMN CpoKa rogHOCTUY,
PEIMCTDAUMOHHBIA HoMep, SAP
HOMEP, HoMep cepun, cpok
OAHOCTH W LITPHXOBOJ] Kog.
HononxurensHo HaHEeCeHsbI
CPeACTBa UaeHTUMKaLN.

Ctp3usd




3AKNKYEHME: Co0TBeTCTBYET TpEBOBAHMSM JIM-Ne (000164) - (PT-

1 2 3 :
XpaHeHue IN-Ne (000164) - (PT-RU) - B aawpwentom ot caera B saumwenHom o ceeta
220321 MECTe, Npu Temneparype MecTe, npu TeMneparype
011500 30°C o1 150030°C
Cpok roaHocT NN-Ne (000164) - (Pr-RU) -
L 990321 2ropa 2ropa _J

RU) - 220321 1o vcnbitaHHbIm NOKa3aTenam He CoNepxXuT

3Ha4eHun (OTKJ'IOHF}HHH}, NMPEBbILUAOLME AONYCTUMbIE HOpMbI.

®.1.0,
flonxHocTe

=

MNoanues

YreepwaeHo:

/-IepruueBa NH.

HavansHuk OKK AO « Xumcpapmy

lpoBepeHo:

NyHuHa E.A.
3asenyioLuii nabopatopum rotoBoi
npoaykLu OKK AO « Xumcbapmy

Kosran M.A.
3aBenyiow|ui MUKPOBUONOrMYECKoi
nabopatopui OKK AQ «XuMcbapm»

MoaroToBneHo:

foposckux N.B.
Benywwi cneupanvet JICuM OKK AQ
«XnuMcapmy

TpoTokon wenbiTaKui pacnpocTpansercs Ton
MNonHan unu yactuunan ne
Orpena KoHrpons K

160019, KasakctaH PecnyﬁnmngnCh‘,
LUbiMKENY K., Pawungos keweci, 81

9 AQ «Xumchapmy»
OTEN KOHTPONSA KAYECTRA
160019, Pecnybnuka KazaxcTan,
r. IlsikenT, yn. Pawngoea, 61
Ten.: +7 (7252) 610120
Pake: +7 (7252) 5614006
Email: santo@santo kz

e wAnmcapny AL
g CAMNAHbI BAKLINAY BV
9

bKC Ha 06padlyal, NOABEPrHY Thie MCNBITAHWAM,
peneyarka nporokona 663 paspewenus
a4ectea AQ eXumdapu aanpeuena

Crpdunad



AQ «<AKPUXHH» SOP004510
JSC «AKRIKHIN»

PA3BPEIIEHUE HA PEAJIM3ALIMIO Ne 411-2022
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHHWE MMPOAYKIIHHU I'T: HEWPOTION PACTBOP JJI BHYTPUBEHHOIO U

FINAL PRODUCT NAME: BHYTPHUMBILIEYHOI'O BBEJIEHHA 250 MI'/MJT 4 MJT N5
MEXKIYHAPOIHOE HEITATEHTOBAHHOE LuTHKONHH

HAUMEHOBAHUE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHH: 220300600

BATCH No:

KO IMPOXYKTAI': CTCL-0500-000

FINAL PRODUCT CODE:

YIMAKOBKA: 4 Mn1 - aMTIy el (5) - MAYKH KaPTOHHBIC

ENVELOPE:

I'OJEH 10: 03.2024

EXPIRY DATE:

OBBEM IOJYYEHHOH NMPOAYKLUHU 12325 YTIAK

(YIIAKOBKH):

FINAL QUANTITY (UNITS):

PEI'’MCTPAIIMOHHOE YJIOCTOBEPEHHE: JITT-Ne(000164)-(PT-RU)

MARKETING AUTHORIZATION No:

HAUMEHOBAHHE H AJIPEC JJEPXKATEJA AO "Xumdapm” KZ,160019,r. Illbimkent,yn. LLlapad Pamunos, 1. 81

PETHCTPAHHOHHOT O YIOCTOBEPEHUS:
NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:
HAUMEHOBAHHWE H AJIPEC NPOU3BOJIUTEJSA AQ "Xumpapm" [Pecry6rnka Kazaxcran], 160019, r, LlbiMkeHT, yo.
(BBIMTYCKAIOLLHIT KOHTPOJIb KAYECT BA): Pawnnoea, 81

NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

Mannan cepus 6bita mMpowlBeleHa, BKIIOYAN YNAKOBKY M KOHTPOJTb Ka4ecTBa, HA BhIMIEYKA3AHHON NMPOMIBOACTBEHHOH
N0 AajKe B [10JJHOM COOTBETCTBHH ¢ TpeGoBanuamu cGMP ueneBoro poinka u PErHCTpalHOHHON J0KyMeHTalMeil,

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.

TIpou3BOACTBO CePHH, YNAKOBKA M AHAIH3IEI GLLTH NpOBEpPeHE! H MPH3HAHEI COOTBeTCTBYIOMHMH ¢GMP,

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

KauecrBo nponykTa coorBeTcTByer TpeGoBanusam JII-Ne(000164)-(P-RU)-220321

The quality of the product conforms to the Specification

HacTosiunm noaTeepxaaio, 4To BhIMieyKa3aHHAS CEPHS pa3pelieHa K PeaH3aluuK

I hereby certify that the abov, tioned batch is released to the market. 2 U ATP 200
¥YnonHomouennoe auu0 Pymanuesa O.H. [Mpuxas Ne 431 ot 30.04.2021 Jlara:

ap Name Order Date
AOBEPEHHOCTb OT MOCTABH Ne 1344 o1 15.02.2022 .

POWER OF ATTORNEY:

Jlara seinycka: 20.04.2022 11:00:35

Hara pacnevarku: 20.04.2022 11:51:00

Pacneuaran: JL.TI. Xaposa

Iuer 1 u3 1




