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CERTIFICATE OF ANALYSIS poayKT OHC M ONA KOWEK N6 Cepus Ne LE226A
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Product ONSIOR 6MG X6BLCD RS Batch n°: LE226A - Homep dhaiina DS0B857235 Cootsetcrayloupn UC 1 UCH1
07.07.

Product Code  CA4BTSO006RS Specification  SPPF01058 - 005 el el
File Number ~ DS0857235 UC concerned 1 UCK 1 Wenuiranus F— Peaynbrarhl

Manufacturing  07/07/2020
OBLLAR HHOOPMALMA

Expiry Dale 06/2024 B
LleAcTBY:OlaR BEPCUA MeTaaMKY BE-314.H.3 Cooraercrayer
Tests Specification Results XAPAKTEPUCTUKMN
3 , Kpyrnas, nyKnas,
GENERAL INFORMATION TabneTxa co ckoweHHON Kpomioi, Ha oanoii CTOPOHE OTTHCK
CuirsaL mathad varsion BE-314.H.3 Complios BHewHui aug «NA», Ha APYIOH - OTTHCK WAK». Coatsercrayer
Aauna: npubanautensto 6,0 Mm
CHARACTERS TonlwmHa: npubnuszutensHo 3,1 mm
Beige fo brown, round, bicorvex, baveledged tablet. M_u::._mﬂ.mmzxom ONREAENEHHE
One side bears imprint "NA” the other “"AK* ORSPHAHUE:BOLN He 6 o% a9
Appaarance Diameter: opprox, 6.0 mm Complios (no metoay Kapna duwepa) SARE RN S %
Thickness: approx, 3,1 mm Orveeuaer Tpe6osaHUAM METOAA C UCNONBIOBAHWEM NONACTHOMN
ASEAVE MEWANKY, HINoKeHHoro 8 Papm.CLUA<T11> «PacreopeHuen, u
Pacraopenve CGS 34975, yepes 30 metopa Eap. Papm. 2.9.3 «Mcnsitanue Ha pactsopenne aan
Waler (KF) Not more than 7 % av MHH MeTofioM X TeepAbIX Nek. dopmp ¢ O = 75 %, Tonsko craguu 51 u 52 Cootaercrayer
AAa n =6 KawaaR earHULA — He MaHee (1+5%
Meels the requirements of the Paddie melhod USP ~711" Ana n =12: cpepuee aaa S1452 pasHo wan Gonbtue Q, U HId oaHa
and Ph. Eur.2.9.3 "Dissolution lesl for solld Dosaga €\HH1LA He MOXET GbiTb meHee Q-15%
Ma:.:m. ._m:.__:_ HM.MM_cJuum % Pacssopetie CGS 34925 Hapes 30 OtaeyaeT Tpebosannam, yrasaHHbIM 8 Tabanue KpuTe
tages S1 and S2 only MUHYT MeTOAOM BINX, ' : ¢ pHep
Diesolufon of CGS 34978 3Rer M. Foyfat: mach tmitIs ok 1845 than G48% Complias RN o AphemnemocTh 6%
by HPLG HadMeHblIee 3HaYEHue
For n=12: S1+S2 average is equal 1o or grealer than Q, PacteopeHme CGS 34975 wepes 30
and no unil is l2ss than Q-15% B P Orsevaer TpeGosanuam, yRasaHHsIM B Tabauue KpHTepues
MWHYT meTogom BIKX, HanGonbluee 98 %
Tl npueMneMocTH
P CGS 34975 30
Dissolulion of CGS 34975 aller 40 min,  Meels the requirements of acceplance lable aﬂn._mo”,mmu”muz BN ;Mn”umm Oraeyaer TpeGosannam, yrasaHHbIM @ Tabauue kpuTepuen %
by HPLC, Lowesl value T i + el NpHemaemocTH 9
IHaYEHHe
Dissalution of CGS 34975 after 40 min  Meets tha requiremenls of acceplance fable PactaopeHue CGS 34975 uepes 30
by HPLC, Highest vatua MUHYT METOAOM BINX npi n=6unn 12 rabnerox 6
O..mw_acqa: of CGS 34975 afler 40 min,  Mee!s the requirements of acceptance table MAEHTUOUKALMA
by HPLC, Maan
CG5 34975, meTonom TCX
m“.mnwmmﬁuﬂ.om_omm 34975 atier A0 min, n= 6 or 12 lablets X . 5 _lvoud .um:o: XpomaTorpadui) CooTBeTCTBYeT NP CpaBHeHHK Cooveercrayer
i 1A aE eTon0M BIKX
IDENTIFICATIONS. ~[WdaReL] Suw Qupartorpadum) CooTaercreyer npy cpasHeHum CootBercrayer
CGS 34975, by TLC Comesponds to lhe comparison Complles MUKPOEBHAR ON. HHALUA
G O6uwee konuye "m.u pOGHBIX
CGS 34975, by HPLC Correspands lo the comparison Complles & w e 1 Hnﬁ E: 10! ,n.w bamm He Gonee 1000 KOE/r Coorsercrayer
o & %:m x m:__a
MICROBIAL CONTAMINATION o E_ e Eﬂig_&n@. HEBLIX W
4
Tolal aerobic microbial count per gramn Mot mare than 1000 CFU /g Comoiisg o Co mwxm%ur—uﬂrn He Gonee 100 KOE/r Cooraercrayer
(Harmonized method) omp @ (rapmonis eToa)
Total yeasts and moulds counts per Not more than 100 CFU /g Complies &,v @Sgr_mzﬂi: __m:sw:! e
gram {(Harmonized method) P (=] _:;Ss SC mo i He obHapymusaercan 1r Cooraercrayer
i rap Mero
Specified microorganisms per gram : Notdateclablain 1g Complles / .:._Dn I\«E v
Escherichia coll (Harmonized method) P r@wﬁ [BEHHOE ONPEAENEHUE
ASSAYS TeasTa0s, SpHopanHocTs Oteeuaer rpebosarmam Gapm.ClUIA <905> 1 Eap.®apm. 2.9.40
AOIUPOBAHHLIX EAMHUL, METOACM i Coorsercrayer
CGS 34075, Uniformlty of dosage units  Maals the requirements of ISP <905> and Ph Eur 2.9.40 Complies BIMX “OAHOPOAHOCTL A03MPOBANHDIX eUHIALY
by HPLC "Uniformity of Doasage U CGS 34975, ogHopoaHocTs Haumenbilee sHaveHue 96,4 %
GGS 34975, Uniformity of dosage units ~ Lowest valua 964 %
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CEPTUDUKAT AHATIU3A

CERTIFICATE OF ANALYSI Mpoaykr OHCMWOP 6 MI AN KOLLUEK N6 Cepus Ne LE226A
Product ONSIOR 6MG X6BLCD RS Batch n®: LE226A Kon npopyxra CA4875006RS Creyudurapn SPPF01058 - 005
GG e S S ) ) Homep daiina DS0857235 Cootsetcreytowuia UC 1 UCH 1
Producl Code  CA4BTS006RS Specification SPPF01058 - 005 [Nata npouseoacTea 07.07.2020
File Number ~ D50857235 UC concerned 1 UG/ 1 onerao 06,2024 ) o
Manufacluring  07/07/2020 HUcnsitanua Cneuutpurauma PesynbTatsl
Expiry Date 0672024 ACIMPOBAHHBIX eAMHML MeTOAOM
B i e e e e . o BIMX, HaMMEHBWEE 3HAEHWE
Tests ) mumnm‘n‘nm:c: B Results o CGS 34975, 0aHDpOAHOCTH
- S . AOIVPOBIHHBIX e AMHML METOAOM HawuBonblwee 3HaueHue 100,3 %
by HPLC, Lowest valua BIHX, Haubonbllee 3HaveHue
CGS5 34975, Uniformity of dosage units  Higies!t value 100,3 % €GS 34975, oAHOPOAHOCTS
by HPLC, Hohast valug s AOIMPOBAHHBIX BAMHUL METOAOM He Goaee 15,0 4,1
CGS 34975, Uniformity of dosage uits  Not more than 15.0 ad SANL bpresoyHoR e e
by HPLC, Acceplance Vaue AV : CGS 34975, opHopoaHoCTh
CGS 34975, Uniform ly of dosege urits = 10 or 30 fablets 10 ACSPOSILHLK QOHRAL WEYOON, I 100nu 20 14 AT OR 10
by HPLC, BIMX, npun
5.0 10 105.0 % of the daciared content $9.7 % of the declared 5 a 99,7 % or
CGS 34975, assay by HPLC 8 0.105.0 % o gt s content M..Mwoﬂ%h ww_ﬁ“s._mn._.mm:zzs AR Or 95,0 go 105,0% of 3a#BAEHHOIO CoAepHaHHA 3aR8AEHHOTO
" coaepHatuA
HAP 542-01 conlent, by HPLC Mat mnore than 0.6 % 0.20% Copepianue NAP 542-01 merogom R
BaMX € bonee O, 0,20%
Individual unspecified degradation Nol more than 0.4 % 0.09 %
products, by HPLC : OtAenchbie He He Gonee 0.4 %
5 har 105 CNeUMPHUMPOBa HHbBIE NPOAYKTLI & bonee 0, 0,09%
Tetal degradat on products, by HPLC e than3.0.% 0.50 % PaINOMEHUA MeTCAOM BIMX
O6uiee KOAM4YECTBO NPOAYKTOS
PACKAGING PasnoMEnuA MeTonomM BIKX He Gonee 1,0% 0,50 %
gooy Carresponds ta the specification
Pac4aging coniral b P Complies YNAKOBKA
forady; KoHTpons yriakoskn Coorsercrane TpebosaHHAM Cooreercrayer

| hereby nmzmm.rmu the ebove information is m:;._m::n and accurate. This balch of _uEn__._m, has been fabricaled /

manufaclured, fncluding packaging and quality contral at lhe above mentioned sile(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of tha
imporling counlry. The balch procassing, packaging and analysis records were roviewed and found to be in
compliance with GMP.

BATCH RELEASED  on 04 dacember 2020 by MASSON Julien-Luc, Pharmacien kbsraleur (Deputy Qu
Persen)

LM YAOCTOBEPALD, HTO BEILIRNPUBEARKHAA MHPOPMALHA ABARETCA NOAAMHHOMR M TOUNOR, [laHHaR cepra npoaykra
2Ha, 3 TRKMe YNIHOBAHA W NOLREPIHYT NPOBEPKE HAYECTBA Ha BLILIEYKAIAHHOM NpeAnpuaTUN(AX) & NoAHOM
e60B8aHMAMM MECTHBIX DEMYMDYIOUMX OPraHoB B OTHOWEHHH Hapnemaiiell nponssoAcTaEHHOA NPaRTMAK
AMK PEMCTP3UMOHHOTO YA0CTOBEPEHUA CTPAHLEHMNOPTePa. JOKYMENTSI N0 NPOU3BOACTRY, YNaKoBKe U
poBepeHel, v 6b110 yCTaHoBNEHO, 4TO OHM CooTBETCTRYIOT GMP.
fekabpa 2020 1. MACCOH Hynben-fliak, Dapmaueert, oreercreeHHbIi 33 0BecneveHue xavecrea

st/ Deguty Quali .
Elanco Frauco SAS m,..mﬁ_w._ cna ﬂmmnnw:e:oz
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