Elanco France SAS

26, rue de la Chapelle

68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product MILBEMAX FC 16/40MG TAB X2BLCD RS Batchn®: D278926
Product Code  CAS01504VRS Specification SPPF01053 - 003
File Number DS0855777 UC concemed 1 UC/ 1

Manufacturing  10/06/2020
Expiry Date 05/2023

Tests Specification Results

GENERAL INFORMATION

Current method version BE-328.H.3 and BE-328.H.7 Complies

CHARACTERS

Reddish to reddish-brown, ovaloid tablet, scored on both
sides. One side bears imprint "KK", the other side "NA",
Appearance Length : approx. 9.1 mm Complies
Broadness : approx. 5.3 mm
Thickness : approx. 3.9 mm

Mean mass 126 to 139 mg 131 mg
] Tablet halves mest the requirement of Ph, Eur,, Procedure

Divislbility 07/2006:0478 *Tablets®, Subdivision of Tablets Complies

Loss on dryir'lg Not more than 6 % 3%
IDENTIFICATIONS

Iron Positive Complies

Praziquantel by TLC Corrasponds qualitatively 1o the reference Complies

Milbemycin oxime by TLC Corresponds qualitatively 1o the reference Compiies

Praziguantel by LC Corresponds qualitatively to the reference Complies

Milbemycin oxime by LC Corresponds qualitatively to the reference Complies
BY PRODUCTS

. Not more than 0.5 % each
93@:;3 LS LR T based on the sum of the declared contents of 0.10%
) praziquantel and milbemycin oxime
Not more than 2 %
Total related substances by LC based on the sum of the declared contents of 0.20 %
praziquantel and milbemycin oxime

MICROBIAL CONTAMINATION

Total aerobic microbial count per gram  Not more than 1000 CFU / g Complies

{Harmonized method) P

Total yeasls and moulds counts par Not more than 100 CFU / g Complies

gram {Harmonized method) P

Specified micrcorganisms per gram : Not detectable in 1 g Complies

Escherichia coll (Harmonized method) P
ASSAY

. . Meets the requirements of the Paddle method USP “711"
8_'(53?”““"“ of Praziquantel after 15 min  \'p Eir 2.9.3 « not less than 30% of the declared Complies
content {Q-value)
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«3naHko ®paHc CAC»

26, Pro ge na Wanens,

68330 FOHUHT

Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87

CEPTU®UKAT AHAJIN3A

MpoaykT MUIIbBEMAKC FC 16/40 MI' TAB. N2 Cepus Ne D278926
Kog npoaykta CA501504VRS Cneuundukaums SPPF01053 - 003
Howmep cpaina DS0855777 CooTBeTCTBYIOLWNIA
[ata nponssoacTtea 10.06.2020 uc 1UC/1
[opeH oo 05.2023
UcnbiTaHnsa Cneuundmkaumsn PesynbTaThbl
OBLWAA UH®OPMALINA
[Hencreytolas Bepcus MeToaNKN BE-328.H.3 1 BE-328.H.7 CooTBeTCTBYET
XAPAKTEPUCTUKU
BHewHni Bug KpacHble unm kpacHoBaTO-KOPUYHEBbIE OBarbHbIE
TabneTkn ¢ puckon Ha obenx cTtopoHax. Ha ogHom
CTOpOHe BblaaBneHo «KK», Ha gpyron «NA». CooTBeTcTBYET
Onuna: npubnuamtensHo 9,1 Mm
LvpuHa: npnbnuantensHo 5,3 Mm
TonwwHa: npubnuantensHo 3,9 Mm
CpeqaHsia macca 126-139 mr 131 mr
HenumocTb [MonoBuHku TabneTkn cooTBETCTBYIOT TpeboBaHNAM
EBp.®., Mpouenypa 07/2006:0478 «Tabnetkuy», CooTBeTCcTBYET
nogpasgen «TabneTtkm»
MoTepw npu BbiCyLLMBaHUK He 6onee 6% 3%
WOEHTUPUKALINA
XKeneso MonoxuTensHo CootBeTCcTBYET
MpasnkBaHTen, MAEHTMpUKaLS KauyecTBeHHOE COOTBETCTBME CTaHAAPTY CooTBeTCTBYET
meTogom TCX
MunsGemmuuk okcum, KauyecTBeHHOe COOTBETCTBME CTAHAAPT CootBeTCcTBYET
naeHTudukauma metogom TCX AapTy Y
MpasukBaHTen, MaeHTUdUKaUms
KauyecTBeHHOe COOTBETCTBME CTaHAAPTY CootBeTCTBYET
MmeTogom XKX
Munb6emMuumH okcum,
WIEHTUDMKALMS METOOM HKX KauyecTBeHHOE COOTBETCTBME CTaHAAPTY CooTBeTCTBYET
NMOBOYHbIE NMPOAYKTbI
ConyTcTtytowme npumecn (KX) He 6onee 0,5%, B kaxxgom criy4ae — Ha OCHOBaHWUM
(npegen obHapyxeHus 0,05%) CYMMbI 3a51BMIEHHOrO COAepXaHus npasuksaHTena u 0,10 %
MunbbemuumHa okcuma
Bcero conyTcTBytoLMX MPUMeECeN, He 6onee 2%, Ha OCHOBaHWN CyMMbI 3asiBIIEHHOIO 0.20 %
naeHTudnkaums metogom XX CofepXaHnsa npasvkBaHTena n MmnbbeMmumnHa okcuma '
MUKPOBHAA KOHTAMUHALIUA
O6Lee KONMYECTBO a3POBHbIX
MMWKPOOPraHM3MOoB Ha rpamm He 6onee 1000 KOE/r CooTBeTcTBYET
(rapMOHU3MpPOBaHHbLIV MeTon)
O6LLee KONMYECTBO APOXOKEBBIX U
nrnecHeBbIX rpnbos He 6onee 100 KOE/r CooTBeTcTBYET
(rapMOHU3MpPOBaHHbLIM MeTon)
OT1aenbHble MUKPOOPraHn3mbl Ha He obHapyxuBaeTcaB 11 CootBeTCcTBYET
rpamm: Escherichia coli
(rapMOHU3MpPOBaHHbLIV MeTon)
KONWYECTBEHHOE OMNMPEQENEHUE
PacTtBopeHune npasvkBaHTena, yepes CooTBeTcTBME TPebOBaHUsM crnocoba ¢
15 muH (KX) ucnons3osaHuem nonactHon mewwanku ®.CLWA «711»,  CoorBetcTBYeT
He MeHee 30% 3asiBMEHHOro cogepXaHus (3HadyeHne Q)
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Elanco France SAS
26, rue de la Chapelle
68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product MILBEMAX FC 16/40MG TAB X2BLCD RS Batch n®: D278926
Product Code  CA501504VRS Specification SPPF01053 - 003
File Number DS0855777 UC concemed 1 UC/1
Manufacturing  10/06/2020
Expiry Date 05/2023
Tests Specification Results
Not less than Q+5% for n=6 or
. . Not less than Q-15% for n=12
Rl(s:s;o:gt\:rzr;‘o::lﬁziquamal LA Not more than 2 units are less than Q-15 %, and no unit 74 %
! is less than Q -25 % for n=24
(Q=30%)
Not less than Q+5% for n=6 or
Dissolution of Praziquantal after 15 min Not less than Q-15% for n=12
(LC), highest value q Not more than 2 units are less than Q-15 %, and no unit 76 %
g is less than Q -25 % for n=24
(Q=30%)
Not less than Q+5% for n=6 or
Dissolution of Praziquantel after 15 min Average Is equal to or greater than Q for n=12 and n=24 %
{LC), mean (Q=30%)
Dissolution of Praziquantel after 15 min,
with n= 6,12 or24 6
Meets the requirements of the Paddle method USP "711"
(Ll’_'g*')'°'”“°“ of Praziquantel afler 60 min 4 b Fur 2.9.3 : not less than 70% of the declared Complies
content (Q-value)
Not less than Q+5% for n=6 or
) . Not less than Q-15% for n=12
aés;o:gac:;x;zziquamel after 60 min Not more than 2 units are less than Q-15% and no unit 82 %
! is less than Q-25% for n=24
(Q=70%)
Not less than Q+5% for n=6 or
) . . Not less than Q-15% for n=12
Rlés;o:::hggsc:fv;rs:lquantal after 80 min ot more than 2 units are less than Q-15% and no unit 85 %
g is less than Q-25% for n=24
(Q=70%)
Not less than Q+5% for n=6 or
Dissclution of Praziguantel after 60 min Average is equal to or greater than Q for n=12 and n=24 94 %
{LC), mean (Q=70%)
Dissolution of Praziquantel after 60 min,
with n= 6,12 or24 [
Meets the requirements of the Paddle method USP "711"
E:;s(o:tét;on of Milbemycin oxime after 15 and Ph.Eur 2.9.3 : not less than 30% of the declared Complies
content (Q-value)
Not less than Q+5% for n=6 or
. Not less than Q-15% for n=12
gjﬁisago'llmg‘eg{si: oxime after 15 Not more than 2 units are less than Q-15% and no unit B0 %
' is less than Q-25% for n=24
(Q=30%)
Not less than Q+5% for n=6 or
) ! L Not less than Q-15% for n=12
E:;sfﬂgﬁ';: hggl:?:g:z? oxime after 15 Not more than 2 units are less than Q-15% and no unit 62 %
9 is less than Q-25% for n=24
(Q=30%)
Dissolution of Milbemycin oxime after 15 Not less than C+5% for n=6 or 61 %

min {LC), mean

Average is equal to or greater than Q for n=12 and n=24
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«3naHko ®paHc CAC»

26, Pro ge na Wanens,

68330 FOHUHT

Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87

CEPTU®UKAT AHAJIN3A

Mpoaykr MWUNBbBEMAKC FC 16/40 MI' TAB. N2 Cepus Ne D278926
Kog npoaykta CA501504VRS Cneuundukaums SPPF01053 - 003
Howmep cpaina DS0855777 CooTBeTCTBYIOLWNIA
[ata nponssoacTtea 10.06.2020 uc 1UC/1
[opeH oo 05.2023
UcnbiTaHnsa Cneuundmkaumsn PesynbTaThbl
PacTtBopeHue npasvkBaHTena, yepes [na n=6: He MeHee Q+5% nnu
15 MuH (XKX), HanmeHbLLee [Onsa n=12 He meHee Q-15%
3HayeHue Ons n=24: He 6onee AByx eanHuL MmeHee Q-15%, niobas 74 %
eavHuLa He gormkHa bbiTb MeHee Q-25%
(Q=30%)
PacTtBopeHue npasvkBaHTena, yepes [nsa n=6: He MeHee Q+5% nnu
15 MuH (XKX), Hanbonbluee 3Ha4YeHNEe Onsa n=12 He meHee Q-15%
[nsa n=24: He 6onee oByx eanHny meHee Q-15%, nobas 76 %
enHMLa He AomkHa ObiTb MeHee Q-25%
(Q=30%)
PacTtBopeHue npasvkBaHTena, yepes [nsa n=6: He MeHee Q+5% nnu
15 MmuH (XKX), cpeaoHee 3HaveHue Ona n=12 n n=24: cpegHee 3Ha4yeHUe paBHO Unn 75 %
6onbwe Q (Q=30%)
PactBopeHue npasunkeBaHTena, yepes 6, 12 unn 24
15 MUH, n= 6
PacTBopeHue npasukBaHTena, yepes CooTBeTcTBME TpebGoBaHMsAM crniocoba ¢
60 MmuH (XKX) ucnonb3oBaHneM nonactHon mewanku ®.CLUA «711»,
He MeHee 70% 3asiBNIEHHOTO COAepXaHs (sHaueHne Q) ~COOTBETCTBYeT
PactBopeHue npasunkeBaHTena, yepes [nga n=6: He meHee Q+5% nrm
60 MuH (XKX), HanmeHbLLee [Onsa n=12 He meHee Q-15%
3Ha4yeHue Ons n=24: He 6onee AByx eanHuL MeHee Q-15%, niobas
eavHuLa He gomkHa bbiTb MeHee Q-25% 92 %
(Q=70%)
PacTtBopeHue npasvkBaHTena, yepes [nsa n=6: He MeHee Q+5% nnu
60 muH (XKX), Hanbornbluee 3HaYeHne [Onsa n=12 He meHee Q-15%
Ons n=24: He 6onee AByx eanHuL meHee Q-15%, niobas 95 %
eavHuLUa He gomkHa bbiTb MeHee Q-25%
(Q=70%)
PactBopeHue npasunkeBaHTena, yepes [Ong n=6: He meHee Q+5% nrm
60 muH (XKX), cpegHee 3HaveHne Ona n=12 n n=24: cpegHee 3Ha4YeHUe paBHO U1 94 %
6onble Q (Q=70%)
PactBopeHue npasunkeBaHTena, yepes 6, 12 unn 24
60 MUH, n= 6
PactBopeHne munsbemumHa CooTBeTcTBME TpebGOBaHMsAM crniocoba ¢
okcuma, vepes 15 muH (2KX) ucnonb3oBaHneM nonactHon mewanku ®.CLUA «711», CooTBeTcTBYET
He MeHee 30% 3asiBNEHHOro coaepxaHus (3HadeHne Q)
PacTtBopeHune mnnebemmnumnHa Ons n=6: He meHee Q+5% nnn
okcuma, vepes 15 muH (XKX), Onsa n=12 He meHee Q-15%
HavMeHbLLee 3Ha4YeHue Onsa n=24: e 6onee aByx eaunHuy, meHee Q-15%, nobas 60 %
eVHVLa He AoMmKkHa ObiTb MeHee Q-25%
(Q=30%)
PacTtBopeHune mnnebemmnumnHa Ons n=6: He meHee Q+5% nnun
okcuma, vepes 15 muH (XKX), Onsa n=12 He meHee Q-15%
Haubornbllee 3HayeHne [nsa n=24: He 6onee oByx eanHny meHee Q-15%, nobas 62 %
enHNLa He AomkHa ObiTb MeHee Q-25%
(Q=30%)
PactBopeHne munsbemumHa [0ns n=6: He meHee Q+5% nnn
okcuma, vepes 15 muH (XKX), Ona n=12 n n=24: cpegHee 3Ha4yeHUe paBHO Unu1 61 %
cpeaHee 3HadeHne 6onble Q (Q=30%)

22.09.2020 15:33 CepTtudukat aHanmsa Ne DS0855777 2/4



Elanco France SAS
26, rue de la Chapelle
68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product MILBEMAX FC 16/40MG TAB X2BLCD RS Batchn®: D278926
Product Code  CAS501504VRAS Specification SPPF01053 - 003
File Number DS0855777 UC concerned 1 UC/1
Manufacturing  10/06/2020
Expiry Date 05/2023
Tests Specification Results
{Q=30%)
E‘i;szlmy‘t'i‘o:ff Milbemycin oxime after 15 6.12 or24 6
Meets the requirements of the Paddle method USP "711"
rl?‘lif‘s(ol-ltg;on UL o O T and Ph.Eur 2.9.3 : not less than 70% of the declared Complies
content (Q-value)
Not less than Q+5% for n=6 or
. Not less than Q-15% for n=12
glﬁ‘s?tg;o&m::te\rgﬁgl oximeiQfter 60 Not more than'2 units are less than Q-15% and no unit 91 %
' is less than Q-25% for n=24
(Q=70%)
Not less than Q+5% for n=6 or
. . Not less than Q-15% for n=12
E:;s?ﬂlg;o':}g“ﬂhggf':a‘;ﬁi: el Not more than 2 units are less than Q-15% and no unit 94 %
is less than Q-25% for n=24
(Q=70%}
. . ' Not less than Q+5% for n=6 or
E:lisaltg;o?n:fawllbemycln LU JE Y Average is equal or greater than Q for n =12 and n=24 92 %
! (Q=70%)
E:I?;sﬂli’ltri?::' Milbemycin oxime after 60 6,12 or24 6
Praziquantel, Uniformity of Dosage Units Meats requirements of Ph. Eur. 2.9.40 "Uniformity of Complies
by LC Dosage Units" P
Praziquantel Uniformity of Dosage Units, Lowest value 96.0 %
lowast value :
Eir;:;cgt:igﬁleumfurmlty of Dosage Units, Highest value 98.5 %
\I:ir;z:.?:antal Uniformity of Dosage Units 10 or 30 10
Praziquantel Uniformity of Dosage Units: Not more than 15.0 3.3
Acceptance value VA '
Milbemycin oxime Uniformity of Dosage Meets the requirements of Ph. Eur. 2.9.40 "Uniformity of Complies
Units Dosage Units" P
Miibemycin oxime Uniformity of Dosage  Lowest value 98.4 %
Units, lowest value '
Milbemycin oxime Uniformity of Dosage Highest value
Units : highest valus 100.8 %
It’n:::tu:n\mtr:lirrl‘ :xlme Uniformity of Dosage 10 or 30 10
Milbemycin oxime Uniformity of Dosage Not more than 15.0 2.9
: Acceptance value VA g
Praziquantel assay by LC 95.0 to 105.0 % ot the declared content 99.4 %
Milbemycin oxime BSSEV,LC 95.0 to 105.0 % of the declared content 101.4 %
PACKAGING
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«3naHko ®paHc CAC»
26, Pro ge na Wanens,
68330 FOHUHr

Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87

CEPTU®UKAT AHAJIN3A

Mpoaykr MUNBbBEMAKC FC 16/40 MI' TAB. N2 Cepus Ne D278926
Kog npoaykta CA501504VRS Cneuundukaums SPPF01053 - 003
Howmep cpaina DS0855777 CooTBeTCTBYIOLWNIA
[ata nponssoacTtea 10.06.2020 uc 1UC/1
[opeH oo 05.2023
UcnbiTaHnsa Cneuundmkaumsn PesynbTaThbl
PactBopeHne munsbemumumHa 6, 12 unn 24 6
okcuma, yepes 15 MuH, n=
PacTtBopeHnune mnnebemmnumnHa CooTtBeTcTBME TpeboBaHMAM crnocoba ¢
oKkcuma, vepes 60 muH (PKX) ncnonb3oBaHneM nonacTtHon mewanku ®.CLUA «711», CooTBeTCTBYET
He MeHee 70% 3asiBMEHHOro copepXaHus (3HadyeHne Q)

PactBopeHvne munsbemuumHa [0ns n=6: He meHee Q+5% nnn
oKkcuma, vepes 60 muH (KX), IOnsa n=12 He meHee Q-15% 91 %
HauMeHbllee 3HayYeHue [nsa n=24: He 6onee oByx eanHny meHee Q-15%, nobas

eanHnLa He AomkHa ObiTb MeHee Q-25%

(Q=70%)

PactBopeHne munsbemumHa [0ns n=6: He meHee Q+5% nnn 94 %
okcuma, vepes 60 muH (XKX), Ina n=12 He meHee Q-15%
Hanbonbllee 3Ha4YeHne Ons n=24: He 6onee AByx eanHuy MeHee Q-15%, niobas

enHMLa He AomkHa ObiTb MeHee Q-25%

(Q=70%)

PacTtBopeHune mnnebemmnumnHa [Ons n=6: He meHee Q+5% nnn
okcuma, vepes 60 muH (XKX), Ona n=12 n n=24: cpegHee 3Ha4YeHUe paBHO U1 92 %
cpefHee 3Ha4YeHue 6onbLwe Q(Q=70%)
PacTBopeHne munsbemumHa 6, 12 nnn 24 6
okcuma, vepes 60 MUH, n=
OaHOPOAHOCTb eAUHWL, A03UPOBaHKS CooTtBeTtcTBre TpebosaHusam EBp.®. 2.9.40 CooTBeTCcTBYET
npasukBaHTena (PKX) «OQHOPOAHOCTL €AMHUL, A03MPOBaHUSA»
OAHOPOOHOCTb eANHNUL, 4O3UPOBaAHMS HaumeHbllee 3HayYeHne 96,0 %
npasvkBaHTena, HaumeHbllee
3HayeHue
OaHOPOOHOCTb eAUHWL, A03UPOBaHMUS Hanbonbluee 3HavyeHne 98,5 %
npasvkBaHTena, HanbornbLiee
3HayeHue
OAHOPOOHOCTb eANHNUL, 4O3UPOBaAHMS
npasuvkeaHTena, n= 10 vnn 30 10
OAHOPOOHOCTb eAUHNUL, 4O3NPOBaAHMS
npasukBaHTena, NPUeMOYHOE YNCO He 6onee 15,0 3,3
OpHOpOOHOCTb eAUHUL, A03UPOBaHNS
MunbbemuumHa okcuma CootBeTcTBMe TpeboBaHuam Esp.®. 2.9.40 CooTBeTcTBYET

«OaHOPOAHOCTL €AMHUL, O3MPOBaHUS»
OaHOPOAHOCTb eAUHNWL, A03UPOBaHKS 98,4 %
MUNbOEeMULMHA OKCUMa, HaunmeHbluee 3HavyeHne
HauMeHblLiee 3Ha4YeHne
OAHOPOOHOCTb eANHNUL, 4O3UPOBaAHMS 100,8 %
MUNbOEMULMHA OKCUMa, Hanbonbluee 3Ha4yeHne
Hanbonbllee 3Ha4YeHne
OaHOPOAHOCTb eAUHNWL, A03UPOBaHMUS 10 unn 30 10
MUNbOEMULMHA OKcuMma, N=
OpHOpOOHOCTb eAUHUL, A03UPOBaHNS
MUNbOEeMULMHA OKCUMa, He 6onee 15,0 2,1
NPUEMOYHOE YMCIO
KonnyectBeHHOe onpeaeneHune 95,0-105,0% oT 3asABNEHHOro copepxaHus 99,4 %
npasunkeaHTena metogom XXX
KonnyectBeHHOe onpeaenexHune 95,0-105,0% oT 3asABNEHHOro copepxaHus 101,4 %

MUnbGeMULMHA OKCMMa METOAO0M
KX

YNAKOBKA
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Elanco France SAS

26, rue de la Chapelle

68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product MILBEMAX FC 16/40MG TAB X2BLCD RS Batchn®: D278926
Product Code  CA501504VRS Specification SPPF01053 - 003
File Number 050855777 UC concerned 1 UC/1
Manufacturing  10/06/2020
Expiry Date 05/2023
Tests Specification Results
Packaging control Corresponds 1o the specification Complies

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated /
manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviswed and found to be in
compliance with GMP.

BATCH RELEASED on 11 august 2020 by MASSON Julien-Lue, Pharmacien liberateur {Deputy Qualified Person)

i Julien-Cuc MASSON
8 Pharmacist / Deputy Qualified Person
" Elanco France S

o ‘L‘)..Q:T\Y.%'Zﬂ
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«3naHko ®paHc CAC»

26, Pro ge na Wanens,

68330 FOHUHT

Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87

CEPTU®UKAT AHAJIN3A

MpoaykT MUIIbBEMAKC FC 16/40 MI' TAB. N2 Cepus Ne D278926
Kog npoaykta CA501504VRS Cneuundukaums SPPF01053 - 003
Howmep cpaina DS0855777 CooTBeTCTBYIOLWNIA
[ata nponssoacTtea 10.06.2020 uc 1UC/1
[opeH oo 05.2023

UcnbiTaHnsa Cneuundmkaumsn PesynbTaThbl
KoHTponb ynakoBku CooTBeTcTBYeET cneumdmkalmum CooTBeTcTBYET

HacTtosawwmm ygoctoBepsto, 4TO NnpuBegeHHas Bbille UHOpMaUus ABNsSeTca NOANMHHOW U TOYHOW. JTa cepus
npoaykta 6bina npov3BeaeHa/M3roToBneHa, B TOM YMCIe ynakoBaHa U NoaBeprHyTa NpoBepKe kavecTBa Ha
BblLLIEYKa3aHHOM NPEeANpUATMU B NMOMTHOM COOTBETCTBUM C TPEOOBAHNSAMM MECTHBIX PErYNMPYIOWLUX OPraHoB B
OTHoLWeHnn Hagnexawen nponssoacteeHHon npaktukn (GMP) u ¢ TpeboBaHnsamm PernctpaumoHHOro
yOOCTOBEPEHUS CTPaHbI-MMnopTepa. [MpoToKorbl N0 NPOM3BOACTBY, YNaKOBKe 1 aHanu3y cepun Obinv NpoBepeHsI, 1
ObINo yCTaHOBMNEHO, YTO OHU cooTBeTCcTBYIOT GMP.

CEPWA BbIMYLWEHA 11 aBrycta 2020 r. MOCCOH XXynbeH-JTiok, ®apmanest OTtaena obecneveHuns kayecTsa
(YnonHomo4eHHoe Nnuo No KavecTsy)

/Modnuck ¢ nocomurniom/ nodnucaHo 22.09.2020 e.
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