Elanco France SAS
26, rue da la Chapelle
68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

«InaHko Ppanc CAC»

26, Pio ae na Wanens,

68330 OHKMHr

Homep perdcrpauuonnoro yaocrosepennna: V 827/87

CEPTUPUKAT AHANN3A

Product

MILBEMAX 2.5/25MG X2BLCD RS Batch n®: D147688

Product Code  CAS500204VRS
File Number DS0852398
Manulacturing  09/07/2019
Expiry Date 06/2021

Specilication SPPF01051 - 001

UC concerned 1 UG/ 1

{LC), mean

Forn=24: $1+52+53 avarage s aqual lo or greater than Q,
and not mote than 2 unils ara less Ihan Q-16%, and na unit

Tests Specification Results
GENERAL INFORMATION
Current mathod version BE-235.H.13 Compliesa
.
CHARACTERS
While, ovalold tablal, wilh ona score on each side. Cne sida
baars imprint “AA", tha other sida "NA™,
Appearance Lenglh : approx. 8.0 mm Complles
Broadness : approx. 5.2 mm
Thickness : approx. 3.4 mm
Mean mass 12010 130 mg 125 mg
Tablal halves meal the requirement of Ph. Eur. 2.9.5,
“Unilormity of mass® :
Divisibility not more than 2 of the Individual masses deviata from tha Complles
averaga mass by mora Ihan 10% and none daviates by
mora than 20%
Loss on drying Not more than § % 2.0%
IDENTIFICATIONS
Praziquanlal by TLG Corrasponds qualilalively to the reference Complles
Milbamycin oxime by TLC Corresponds qualitalively lo Ihe ralerence Camplles
Praziquantel by LG Corraspands qualitativaly to tha relarence Complies
Milbemycin axima by LC Corraspands qualilatively to tha referance Complles
ASSAY
Dissclution ol Praziquantel after 15 min  Meels tha requiremaents of Acceplance fabls USP <711» Complles
(LC) (Q=30%) P
For n=6: gach unlt I3 not less than Q+5%
Forn=12: $1+52 average Is equal to or greater than Q, end
” " = 3 no ynit Is lass than Q-15%
nommmwﬁ&“,ﬂmno.uﬁﬂnrrmz_mw ERar 1Sl For n=24: 51+52+53 average is equal fo or grealer than G, 84%
g and nat mare than 2 unils are less than Q-15%, and na uni
Is less than Q-25%
(Q=30%)
For n=6: each unit is not lass than Q+5%
For n=12: 51+52 avarage |s equal ta or greaiar than Q, and
" . no unit is less than Q-15%
.._ur.mﬂo__ﬂurn:mmﬂnqcﬂﬂw_ncg_m_ altar By For n=24: 51+52+53 averaga Is aqual lo or grealar thzn Q, 93 %
" and not mora than 2 units ara less than Q-15%, and no unil
is less than Q-25%
(Q=30%)
For n=8: aach unit is nol less than Q+5%
" . ” For n=12: 51+52 averaga is equal lo or greater than Q, and
Dissalution of Pratiquantsl afiar 16 min no unitis lass than O-15% 87 %

Mpoaykr MMW/IbBEMAKC 2,5/ 25mr X2BLCD RS Cepun Ne D147688

Koa npoaykra CA500204VRS Creuundurauma SPPFO1051 - 001
Homep daiina DS0852358 uc 1uc/1

MponiseaeHo 09/07/2019

loAex Ao 06/2021

Ucnbitauna Cneunduraumna Pesynbrarb!
OBLAA HHOOPMALUKA

JleRcTeyowan 5epCHA METOAHKH BE-235.H.13 CoorBeTcTBYET

KAPAKTEPHCTHUKH

BHeWwHWH eua,

CpegHan macca

HAenvmocts

MNoTepu NpH BLICYWHBaHHK

MAEHTUDUKALIMA
Mpa3nxeanTen, HABHTHHHKAUMA
metoaom TCX

MunsBemuumnt oKeum,
MABHTHOMRAUMA MeToom TCX
Npa3uxBanTen, MAEHTHGHKALMA
meToaom HX

MunsEemnupn okcrm,
MaeHTHRMKAUMA meToaom HX

KONUYECTBEHHOE ONPEAENEHME

PacTBOpPEHHE NPa3vKkBaHTena,
yepes 15 mun [HX)

PacTeopeHune NpasvkBanTena,
wepe3s 15 MuH (HX), HanmeHbwee
IHaveHHe

PacTsopeHne NpamksanTena,
yepes 15 muH (HX), nanbonsiuee
aHavenne

bensie oBantHble TabaeTki ¢ puCKoR Ha oBenx cTopoHax. Ha
O/HOMH CTOPOHE BbIAIBABHO KAAY, Ha APYTrOA
«NA». Cootaercrayer
Anuna: npnbanantensHo 9,0 MM
LUnpuHa: npnBanantensHo 5,2 mm
Tomumna: npuBanawrensto 3,4 mm

120-130 rmr 125 mr

MNonossHkk TabaeThK cooTeercreyioT Tpebosanmuam Eep.d. 2.9.5
«OAHOPOAHOCTS NO Maccen: He Gonee 2 oTAGNLHLIX 3HAYEHHHA

Macchl OTAMYAIOTCA OT cpeaHei macce! Gonee yem Ha 10%, M HA Cooraercreyer
O/\HO M3 3HAYBHHMH Maccel He OTAnyaeTca Gonee yem Ha 20%
He onee 6% 20%

KadectaenHoe COOTBETCTAME CTAHAApPTY Coorsercrayer

KauecTeernnoe cooTsercTame cranaapty Coorpercrayer

KayecTaeHHOe COOTBETCTaNE CTaHAAPTY CoorseTcrayer

KauecTeeHHOe CODTBETCTBHE CTaHAAPTY CooTeTcreyer
Cooteercreue Tpebosanvam Tabanusl npuemin $.CLUA <711>

(Q=30%) CoortBeTCTBYET

Ana n=6: kamaan equnnyg He menee Q5%
Ana n=12: cpegHee 51452 pasHo nan Bonbwe Q, nbar eanHiAla
He menee Q-15%
Ana n=24: cpeguea 51+52+53 pasto van bonswe Q, ve Gonee 84%
ABYX eauHiy meHee O-15%, noban eamHiuya He AoMkHa BbiTe
menee Q-25%
(Q=30%)
Anan=6: Kawaan eaunkua He meHee Q+5%
Ana n=12: cpeanee S1+52 pasHo uav Gonswe Q, nobas egurvua
He raeHee Q-15%
[na n=24: cpegree 51+52+53 pasuo unu Gonswe Q, He Gonee 93%
Asyx eguHnuy mexee Q-15%, nioban eguHiuya He A0MKHE BuiTh
menee Q-25%
(Q=30%)
lnan=6: kamaan eguHuua He meree Q+5%
Anna n=12: cpeanee 51452 pasro wan Gonswe Q, nobaa egunnya
87 %
He meHee 0-15%
Dnr n=24: cpeanee 51452+53 pasHo wnu Bonvwe Q, He Gonee

08/11/2019  10:09 Certificate of analysis no. DS0852398

174

19 10:09 Ceprudurar aHannsa Ne DS0852398 1/4



Elanco France SAS

26, rue de la Chapelle

68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

«InaHko bpanc CAC»

26, Pio pe na Wanens,

68330 HOHmuHr

Homep perdcrpaunonHoro yaocrosepenna: V 827/87

CEPTUOUKAT AHANTU3A

Product MILBEMAX 2.5/25MG X2BLCD RS Batchn®: D147688
Product Code  CA500204VRS Specification SPPF01051 - 001
File Number DS0B52388 UC concerned 1 UCI 1
Manufacturing  09/07/2019
Expiry Date 08/2021
Tests Speclfication Results
is less than Q-25%
(Q=30%)
__w.m__u_.wmuea: of Praziquanlel aftar 15 min, 6, 12 or 24 lablals 8
Dissolution of Praziquanlel atter 60 min Mazels the raquiremenls of Acceplance lable USP <711» c i
(LS {Q=75%) ampiies:
For n=6: each unit Is nol lass than Q+5%
For n=12: 51452 averaga Is aqual to or grealer {han Q, and
no unit is fess than Q-15%
ﬂ%oﬁﬁmﬂhﬂnsﬁ:i allerBOmin  pop _ad: 51452453 average Is 2qual o or grealar than Q. 5%
and not more than 2 unils are less than Q-15%, and ne unit
13 less than Q-25%
(Q=75%)
For n=B: each unit Is not less than Q+5%
For n=12: $1+82 averaga is equal to ar grealar than Q, and
no unitis less than Q-15%
ﬂc_..ﬁmwowm.ﬁ“mo_ﬁﬂﬂwﬁcmn_m_ aRaFeo N Forn=24: 51+52+53 avarage Is equal lo or grealer than Q, 99 %
e and nolmare than 2 unils ara less than Q-15%, and no unit
Is lass than Q-25%
(Q=75%)
Far n=6; gach unll is not lass than Q+5%
For n=12: 51+52 averags Is equal 1o or greater than Q, and
. . no unil §s less than Q-15%
_ﬂu_,,_muwowﬂww” of Praziquenta! alter 60 min For n=24: S1+52+53 averaga is equal lo or greater than Q, a7 %
4 and not mora than 2 units ara less lhan Q-15%, and no unit
Is less than Q-25%%
(Q=75%)
Dissolution of Praziquantel altar 60 min,
wihns B, 12 or 24 lablais B8
Dissolulion of Milbemycin oxime after 15 Msals tha requirements of Acceptance table USP <711> Complles
min (LC) (Q=30%) p
For n=6: each unil Is nol less than Q+5%
For n=12: §1+S2 averaga Is agual to or graater than Q, and
" it no unit Is less than Q-15%
m___w_mﬂ_m_“o"._uuuw_mﬁﬁs oximealier 15 £ 04 51452453 average I8 equal la o grealer than @, 65 %
! e end nol mare than 2 units are less than Q-16%, and no unit
Is less lhan Q-25%
{Q=30%)
For n=6: each unit I3 not 1ass than Q+5%
For n=12: $1+52 average Is equal lo or greater than Q, and
’ : — no unil Is less than Q-15%
M.ﬂmﬂ%oﬁaﬂn”ﬂhnﬁ oximeafter 18 £ o04. 51482453 averaga is equal lo er grealer than Q, 84 %
and nat mora than 2 unils ara lass lhan Q-15%, and no unit
Is lesa than Q-25%
(Q=30%)
For n=5: aach unit is nol less than Q4+5%
For n=12: $1+82 averaga Is equal lo or greater than Q, and
" : no unit Is less than Q-15%
Olasahnianal Mibenyeinodmeatiart s Forn=24: $1+52+53 averaga s equal to or greater than Q, 2%

min (LC), maan

and not more than 2 units are lass than Q-15%, and ne unit
is less than Q-25%
(Q=30%
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Mpoaykr MWAbBEMAKC 2,5/ 25mr X2BLCD RS Cepua Ne D147688
Kop npoayxra CA500204VRS Cneunduraums SPPF01051 - 001
Homep daina DS0852398 uc 1UC/1
MNpowaseaexo 09/07/2019
l'opeH no 06/2021
McnbitaHnuA Cneyudurrauua Pe3aynbrarbl
ABYX eanHNL melee O-15%, noBaa eanHiLa He AoaKHa GbiTh
menee -25%
(Q=30%)
PacTBopeHHe Npa3uwKeaHTena, 6, 12 wan 24 Tabnetkn 6
yepes 15 MuH, n=
PacTBOPEHAE NPA3MKBaHTENA, Cootsertciene Tpefiosannam Tabamusl npuemni @.CLIA <711>
yepes 60 muH [HX) [Q=75%) Coorsercrayer
PacTsopeHnre Npa3nKeaHTena, Anan=6: Kampaan eanHnua He meHee Q+5%
yepes 60 muH (HX), Hanmenslee Ana n=12: cpeanee 51+52 pasno nnu Gonewe Q, nkoban eanHnua
JHaYeHHE He menee Q-15% 95 9%
Ana n=24: cpeaHee S1+52+53 pasHo nan Gonbuue Q, e Gonee
ABYX eAnHHL MeHee O-15%, niobad eannmua ne goniKa beitb
menee Q-25%
(Q=75%)
PacTBopeHHe Npa3nKeaHTena, Ana n=6: kamaan eanHnua He meHee Q+5%
yepes 60 mu (HX), nanbonswee Onan=12: cpearee 51452 pasxo nom Bonswe Q, noBan eannnua
IHAYEHHE He meHee Q-15%
Ana n=24: cpenrHee S1452453 pasno nan Gonswe Q, He Gonee 9%
ABYX eAuHULY meHee Q-15%, Nioban eaMHHLA He A0nmHE BuiTh
menee Q-25%
(Q=75%)
Ana n=6: xawaan eAuHMUa He meree Q+5%
PacteopeHde Npa3nKkeaHTena, DOna n=12: cpearee 51452 pasro nam Bonswe Q, nwban eannnya
wepes 60 mun [HKX), cpeguee He menee Q-15%
Anan=24: cpegiee S1+52+453 pasHo wnin Bonbwe Q, He Bonee 97 %
ABYX eAHWY MeHee Q-15%, nioBan eauHALA HE A0NHHE Bbite
menee Q-25%
(Q=75%)
PacTsopeHve npasuKeanTena, 6, 12 wnu 24 Tabnetsn 6
yepes 60 muH, N=
Pacteopenne muasbemuuyprHa Coorsercreue tpeBosannam Tabnnuel npruemku @ CLLIA <711> o —
OKcHma, Yepes 15 mun (HX) (Q=30%)
[lnA n=6: Hamaan eaunnLa He meree O+5%
" _umﬂmo_umxsm MUNbDeMKLKHE Ana n=12: cpeanee 51452 pasHo wan Boaswe Q, moBas eanHUua
- siw. uepe3 15 mun (HX), He menee Q-15% 55%
eHblles IHAYeHWE fas n=24: cpeanee 51+52+453 pasqo nau boaswe Q, He Bonee
ABYx eAvHHL, meHee 0-15%, niobaa eanHnua He A0MKHE GbiTh
meHee Q-25% (Q=30%)
AnA n=6: Kawaan eauHALa He meree O+5%
Hue MHAsGeEMULMHA Ana n=12: cpegree 51+52 pasto uan Bonbwe Q, nioBas egunuua
uepea 15 muH (HX), He meHee Q-15%
Hapbdfbuiee snavene [nA n=24: cpegnee 51+52+53 pasHo uam Gonswe Q, He Gonee %
Asyx eavHny, menee Q-15%, niobas eanHiya He AoMMHA Buite
menee Q-25% (Q=30%)
fna n=6: Kawaan eguHnua He menee Q+5%
...n.,.mc_umxsm mMHNBGEMULMHE Ana n=12: cpegnee 51452 pasHo unu Bonswe Q, nobas eauHuua
" oxcnma, yepes 15 muH (HX), He meHee O-15%
cpeaHee Ann n=24: cpegnree 51+52+453 pasro nau Gonewe Q, He Gonee 2%
Asyx eannny menee Q-15%, nwobaa eguHnya ve ponmna Beire
menee Q-25%
(Q=30%)
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Elanco France SAS
26, rue da la Chapelle
8300 Huningue

Number of manutacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product MILBEMAX 2.5/25MG X2BL.CD RS Batch n° : D147688
Product Code  CAS500204VRS Specification SPPFO1051 - 001
File Number DS0852398 UC concerned 1 UC/ 1
Manufacturing  09/07/2019
Expiry Date 06/2021
Tests Speclfication Results
Dissolulion of Milbemycin oxime aller 15
Tin il e ¥ 6, 12 0r 24 ablats 6
Dissolution of Milbamycin cxime aller 60 Maats the requirements of Acceplanca tabla USP <711> |
min (LC) (Q=76%) Compiles
For n=6: aach unitIs not less than Q+5%
Forn=12: $1+52 avarage Is equal to or greater than @, and
A . . no unil is less than Q-15%
N_ﬂmﬁomm.monuwuwwﬁ:mﬁ.m: cximaallarsn Far n=24: $1+82+83 average Is aqual 1o or grealer han Q, 92%
* and not more lhan 2 unils am lass than Q-15%, and na unit
Is less than Q-25%
{Q=76%)
For n=6: each unlt is not less than Q+5%
Far n=12: 51452 average is equal lo or greater than Q, and
" no unitis less than Q-15%
ﬂwm_nmm_“owmnﬂﬂ_mwﬁdmﬂ_ oxima-zharE0 For n=24; 51+52+53 average Is equal to or greater than Q, 83 %
and nol mere than 2 unils are less than Q-15%, and no unit
i B Is lass. than Q-25%
bl T a=76%)
For n=B: aach unit is not lass than Q+5%
For n=12: 51452 average Is equal to or greater than Q, and
" i : no unit s lass than Q-15%
ﬂwmﬂr_%wosamﬁ_mama:nqs oxime aller 80 o .py; 61462453 avarags Is squal o o grealsr han Q, 95 %
Z and nol mara than 2 unils are less than Q-15%, and no unit
is less than Q-25%%
(Q=76%)
Dissolullen of Milbemycin oxime alter 60
min, with n= 6,12 ar 24 lablais ]
M_%mn:m_,_m_ unilormily of dosage urits Meats tha requirements of USP <905> and Ph.Eur.2.9.40. Complles
Praziquantel unilormity of dosaga unils 96.0 % of tha declared
(LC), lowast Lotast alue, canteal
Praziquanial uniformily of dosage 100.1 % ol 1he declared
wnits(LG), highest Highestalug " contant
Praziquanta! uniformity of dosage units
(LC), Accoplance Valua Meets the requiremanis of USP <905> and Ph.Eur.2.9.40 4.1
ﬂ_m_.._n".ﬁ.mam_. unlformity of dosaga units 100r30 10
ﬁﬂﬁ.ﬁ_: oxima unilarmity of 408888y ore g requirements of USP <9055 and Ph.Eur2.9.90 Gomplies
Milbemycin oxima uniformity of dosage 97.2 % of tha declared
unils (LC), lowast Lawresh vaue cantant
Milbamyein oxime uniformity of dosaga . 101.2 % of the declared
unils {LC), highest Highast valus contont
emycln oxima uniformity of dosage
units {LC), Accaptance Valua Moels the raquiremants of USP <905> and Ph Eur2.9.40 3.6
Milbernycin oxime, uniformity of dosage
units with n= teorad L
Praziquantel assay by LC / mean from §5.0 lo 105.0 24 ol he daclared conlent 98.2%
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«3InaHko ®panc CAC»
26, Pio ae na Wanens,
68330 KOHMHT

Homep perucrpauHoHHoro yaocrosepenun: V 827/87

CEPTU®UKAT AHANU3A
Mpoaykr MW/bBEMAKC 2,5/ 25mr X2BLCD RS Cepua Ne D147688
Kog npoaykra CA500204VRS Cneurdurauyms SPPFO1051 - 001
Homep datina DS0852398 uc 1uc/1
MNpowniseneHo 09/07/2018
lopex Ao 06/2021
Wenbitanua Crieuudmrauun Peaynbrarbl
Pactaopenue muabBemuyuta 6, 12 unm 24 Tabnetrn 6
OHCHMa, 4epes 15 muH, n=
Pacrsopenue munbBemuyuta Cootpercrene tpeBosannam Tabnuust npuesus ®.CLIA <711> Cooreercreyer
oHCHMa, vepes 60 mun (HKX) (Q=76%)
Ana n=6: kamaan eguHnua He mexee Q+5%
Pacreopenue muasbemuynna Ana n=12: cpearee 51452 pasno nan Bonbwe Q, nwban eguHuua 92 %
okcnma, yepes 60 mun (FHX), He menee Q-15%
HaHMEHbBLIEE 3HAYBHHE D n=24: cpepree 51+52+53 pasHo nam Bonewe Q, He Bonee
ABYX eanHny meHee Q-15%, nioban eanKHIE HE A0AHKHE BbiTh
mMeHee (-25%
{0=76%)
Ana n=6: KaMaaA eanHHLE He medee O+5%
Pacrsopenue munbBemuymnna Ana n=12: cpegnee 51452 pasro uan Gonswe Q, noban egrHUua 99 %
oKchMma, vepes 60 mun KX, He meHee Q-15%
Hanbonbwee IHaveHne Onna n=24: cpegnee $1+52+53 pasxo nau Gonbwe Q,  He Gonee
Asyx eannny menee Q-15%, n1063A BAMHNLA HE A0NKHa BbiTe
menee Q-25%
(Q=76%)
AnA n=6: KamAza eAnHALA He menee O+5%
Pacrsopenne minbBemuyrHa Ana n=12: cpeaHee S1+52 pasHo wan Bonbuwe Q, nobas eanHALa 95 %
oKcma, vepes 60 mun (HKX), He meHee Q-15%
cpegHee [na n=24: cpeanee 51+52+53 paexo unu Gonswe Q, He Gonee
ABYX eanHny meHee Q-15%, nobBan egrHMLE He A40NH3 BbiTh
menee Q-25%
(Q=76%)
Pacracpenne munsBemuina 6, 12 v 24 Tabnetku 6
oKcvma, yepes 60 mwn, n=
OAHOPOAHOCTL EAMHKL Cootaercreme TpeBosanuam ®.CLUA <905> u Esp.®. 2.9.40 Cooteercrsyer
AO3MPOBAHHA NPa3MKBaHTEN
(HX)
0AHOPOAHOCTE BAKWHWL Hanmenblee 3HayeHne 96,0 % or
/I03MPOBAHUA NPa3NKBaHTEND 38ABAEHHOTO
(X}, Haumenswee CoAepHaHAA
QAHOPOAHOCTE BAMHHL Haubosnbiuee sHauenne 100,1 % or
AO3KHPOBAHHA NPA3NKBaHTENA 33aRBAEHHOr0
(HX), Hanbonswee cofepKanna
O/HOPOAHOCTE @AHHHL
AO3MPOBAHAA NPa3KKBaHTENA Cooraetcrene Tpebosanam ¢.CLUA <905> v Esp.®.2.9.40 4,1
(¥X), npremodroe yucno
0AHOPOAHOCTE @AHHHL
A03MPOBAHWA NPA3MKBAHTENS 10 wawn 30 10
e 1K), 0=
\35 1HO (2 JQARBROAHOCTE 2AMHAY
S ,w.ufu HUA MHABGEMHUNAHA Coortsetcteue TpeBosannam ©.CLUA <905> 1 Esp.®. 2.9.40 Cootsercreyer
OKC]
GaHop! e b BAHHHL 97,2 % or
a sRHMA WasGemuumHa HanmeHbuwee 3HaveHne 3aABNEHHOTO
(k& copepiKania
AHocThleanHny 101,2 % or
nnsbemnumHa HanGonbwee 3Hauenne 3aABAGHHOTO
0y oKcHma | a.w anBonbuee coAepKaHBA
T OaHopodHpYTE eanHny
3/4




Elanco France SAS

26, rue de |a Chapelle

68300 Huningue

Number of manufacturing Autherisation : V B27/87

CERTIFICATE OF ANALYSIS

Product MILBEMAX 2.5/25MG X2BLCD RS Batch n®: D147688
Product Code  GAS500204VRS Specificalion SPPF01051 - 001
File Number DS0852398 UC concemed 1 UG/

Manufacluring  09/07/2019
Expiry Date 06/2021

Tests Specification Results

the éndlvidual contents

Miibemyeln oxime assay,L.C /mazn from

the individual conlonts 95.0 10 105.0 % of the daclared conlent 99.5 %
PACKAGING
Packaging conlrol c ponds to the specification Complles

| hereby ceitify thal the ebove information is authentic and accurate. This batch of product has been fabricated /

manufaciured, including packaging and quality conlrol al the above mentioned sile{s) in lull compliance with the GMP

requirements ol tha local Regulatory Authorily and wilh lha specificalions in the Markating Aulhorisalion of the

importing country. The batch pracessing, packaging and analysis records were reviewed and found to be in

compliance with GMP.

wﬁoﬂmmrmhmm_u on 08 november 2019 by MASSON Julien-Luc, Pharmacien liberataur (Deputy Qualified
arson

Julien-Luc MASSON
Pharmscist / Deputy Qualificd Perzon R

.m_nznav.zsnnmbm\\ e
e &

e
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«3Inanko Ppanc CAC»

26, Pio pe na Wanens,

68330 OHnHr

Homep percrpaunonnoro yqoctosepenus: V 827/87

CEPTUOUKAT AHANTU3A
Mpoaykt MWNLEEMAKC 2,5/ 25mr X2BLCD RS Cepus Ne D147688
Koa npoaykta CA500204VRS Cneundvkauyva SPPFO1051 - 001
Homep ¢aiina DS0852398 uc 1Uc/1
MpownisegeHo 09/07/2019
logex Ao 06/2021
Ucnbitanuna Cneundmrauua Pesynbrarbl
AO3INPOBaHKA MHALBEMAUMHA Coorteercrene TpeGosannam @.CLUA <905> u Esp..2.9.40 3.6
oKcrma (HX), npnemosHee yucno
OAHOPOAHCCTL BAMHAKL, 10 man 30 10
AO3IHPOBAHUA MitNbEEMALMHA
okcvma (HMX)cn=
AHaNM3 NPa3sHKBAHTENA METOAOM 85,0-105,0% OT 3aABAGHHOIG COARPHAHNA 98,2 %
HX/cpeanee oTaensHbIX
3HaYeHUi COABPMaHHA
AHanva munasBemULMHA OKCUMA 95,0-105,0% OT 3aABNEHHOTO COAGPHMAHMA 99,5 %
metoaom MX/cpegHee oTaeNEHBIX
IHaYEHMIT CoAePMaHNA
YNAKOBKA
KOHTpOAL YNaHOBKH Cooteercrave TpebosaHuam Cooraercreyer
Hactoaupim yaocr 47O BblWeNpUBEASHHAA MHPOPMAUMA ABARETCA NOANMKHOR 1 TOHHOM, 313 cepua npoayKTa Bbina

M3rOTOB/EHA, B TAKKE YNIKOBAHA W NOABEPIHYTA NPOBEPKE KAYECTBA HA BbIWEYHA3ZHHOM NpeanpuaTH(AX) B NoaHOM
€OOTBRTCTAMH € TPEBOBAHMAMH MECTHLIX PEFYAKPYIOUMX OPFaHOB 8 OTHOWEHAW Haanemalle Npon3BOACTEEHHONA NPARTHRI
{GMP) 1 c TpeBoBaHHAMA PErMCTPAUNOHHOID YAOCTOBEPEHHA CTPAHBI-HMNOPTEPA. [TPOTORONLI ND NPOH3B0ACTAY, YNAKOBKE M
aHam3y cepiu Guink npoBepeHsl, M GbIN0 YCTAHOBAEHO, YTO OHKM COOTBRTCTBYHOT GMP.

CEPMA BLINYWEHA  08Honbpn 2019r. MACCOH Hynben-fiok, ®apmauesT, oTBeTCTBEHHbIA 3a obecneyeHne KavecTea
(¥YnonHomo4eHHOE AML0)

/nodnuce/
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