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Name of Product Fosicard
Strength / Potency 10 mg
Tablets

Dosage Form

Pack size and type

4 x7 blister , 36.852 pcs

Country

Russia

Marketing authorization number

LS - 000839

Batch number

1809783 /1807189

Date of Manufacturing 06.2018.
Date of Packaging 06.09.18.
Expiry date 06.2020.
API Manufacturing site: Fosinoprile Sodium
Name HETERO DRUGS LIMITED
 Address [Unit-1, Survey. No. 213, 214 & 255

"1 Authorization number
"I Eudra GMP reference number or certificate of GMP
Compliance

Bonthapally Village,
Gummadidala Mandal, Sangareddy District,
India-502 313, Telangana.

Bulk Manufacturing site :
I Name

1 Address

“1 Authorization number

I Eudra GMP reference number or certificate of GMP
Compliance

PCI Zdravlje AD,
\Vlajkova 199 ,16000 Leskovac, Serbia
515-04-09657/2017-11

MT/006/HM/2018

Packaglng site :
Name

Address

"1 Authorization number

1 Eudra GMP reference number or certificate of GMP
Compliance

PCI Zdravlje AD,
\Vlajkova 199 ,16000 Leskovac, Serbia

515-04-09657/2017-11
MT/006/HM/2018
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ZP.SKK.254/2.0 Batch Release Certificate
Testing site : ,
- Name PCI Zdravlje AD,
1 Address Vlajkova 199 ,16000 Leskovac, Serbia

"I Authorization number

"1 Eudra GMP reference number or certificate of GMP

Compliance

515-04-09657/2017-11
MT/006/HM/2018

Batch release site:
7 Name
1 Address

PCI Zdravlje AD,
\Vlajkova 199 ,16000 Leskovac, Serbia

515-04-09657/2017-11
MT/006/HM/2018

e Authorization number
e Eudra GMP reference number or certificate of
GMP Compliance

515-04-09657/2017-11
MT/006/HM/2018

Reference of Certificate of analysis

Refer to a separate CoA which must be dated,
signed and attached to this certificate

Artwork reference number / version

e PIL

e Label
e Blister
e Box

Pil AAAF2550
Label n/a

Blister/foil AAAF3884
Box AAAF3333

Finished product Storage conditions

Do not store above 30° C

Deviation reference (where applicable)

n/a

Statement

I hereby certify that the above information is authentic and accurate. This batch of product have
been manufactured including packaging/Labelling 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 authorization of the country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP

Name and position/title of person authorizing
the batch release

Tatjana Miljkovic ,QP

Signature of person authorizing the batch
release

< (), %) Vé
T\ Ugorn stBe

Date of signature

] 05 /&

Copying of blank form is allowed

Page 2 of2]




Tel: +381 16 202 000

Fax: +381 16 254 125
info_operations@actavis.rs
www.actavis.rs

Reg. br: 07204817

Actavis

Zdravlje AD Leskovac
Vliajkova 199

16000 Leskovac
Srbija

PIB: 100330231
PDV: 127728720

CEKTOP KAYECTBA

CEPTUDUKAT AHAINN3A

Marepuan 190678 ®O3UKAPA tabneTku, 10 mr x 28
Cepus : 1809783
PbiHOK : Poccuiickas ®epnepauus KonuyectBo/Ho.ynak.  :36.852 LUT
Ho.npeanucanus ans uccnegosanus : P.85780 [ara npoussoacTea : 06/2018.
Harta aHanusa :19.09.18. Cpok rogHocTH : 06/2020.
MapameTpsbi TpebGoBaHus kayecTBa Pesynbrar
Onvcaxue Kpyrnble TabneTkn nnockoumnuHapuieckoit dopmbl 6enoro unu noytn Genoro
LBeTa, C MapkMpoBkon «FL 10»
BuayanbHbin CootBeTcTByeT
MognuHHocTh B3XX
Bpemst ynepxvBanmns 0CHOBHOTO Mka Ha XpomaTorpamme UCMbITYEMOrO
pacrsopa, NpUroToBIEHHOTO A1 KONUYECTBEHHOTO ONPEAeneHus, A0MKHO
COOTBETCTBOBATL BPEMEHU YAEPXKMBAHNA OCHOBHOTO M KA Ha XpOMaTorpamMmme
CTaHAapTHoro pacTeopa hoauHonpuna. CootBeTcTBYET
CpenHsist macca 200,0 +7,5%
Esp. ®. unu o Xi
185,0 215,0 mr 2014
OpropoaHocTk no mMacce (18/20) max 18/20 TabneTok + 7,5%
2/20 Tabnetok +15,0%
EBp. ®. unu ro Xi|
He Gonee 4.5, % 1,9
OpgHopoaHocTb No Macce (18/20) min
He MeHee 7,5 % -3,0
Pacnapgaemoctb He Gonee 15 mMuH.
EBp. ®. unu o Xi
He 6onee 15 MVIH 2
KonuyectseHHoe onpefeneH.cosvHonpuna mr BAXX
Ot 90% f10 105% OT 3asBNeHHOro coaepxaHus.
9,00 10,50 Mr/T6n 9,90
MocTopoHHne npumecwu-gosunHonpunart BAOXX He Gonee 5,0%
He Gonee 5,0 % 0,6
MocTopoHHe npumecn-npumecs C BIXX He 6onee 0,5%
He 6onee 0,5 % He obHapyxeHo
MocTopoHHue npumecu-npumMecs D BIXX He Gonee 0,5%
He Bonee 0,5 % He obHapyxeHo
MocTopoHHue npumecn-npumecs G BAYKX He 6onee 0,5%
He Gonee 0,5 % He oBHapyxeHo
MocTopoHHe npumecn-npumecs H BIXX He 6onee 0,5%
He Gonee 0,5 % He ob6HapyxeHo
MocTop.npumecu-equHnuHas HemaeHTud.npum B3IXKX
He 6onee 0,2%
He Gonee 0,2 % 0,1
Cymma npumecein BOXX He Gonee 5,0%
He Gonee 5,0 % 0,7
Mukpo6ronoruyeckas ynctota Kareropusa 3A
Esp. ®. unu I XI| CootBeTcTBYET
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Tel: +381 16 202 000 Zdravlie AD Leskovac
Fax: +381 16 254 125 Viajkova 199
: . info_operations@actavis.rs 16000 Leskovac
www.actavis.rs Srbija
C aVI S Reg. br: 07204817 PIB: 100330231
PDV: 127728720
CRKTOP KATECTBA CEPTUD®UKAT AHATTU3A
Marepuan : 90678 ®O3UKAP[L Tabnetku, 10 mr x 28
Cepus : 1809783
MapameTpbl TpeboBaHusa kavecTBa PesynbTtar
CopepxaHie adapoBHbIX MUKPOOPraHM3MOB (TAMC)
He Gonee 103 KOE & 1r
He Bonee 1000 KOE/r <10
O6Liee 4ncrno ApoxokeBbIX U NnecHes.rpnbos  (TYMC)
He Bonee 102 KOE B 1r
He Bonee 100 KOE/r <10
Escherichia coli OtcytcTeue B 11 CooteeTcTBYET
YnakoBka Mo 4 6rmctepa no 7 TaBnNeTok BMECTE C UHCTPYKLMEN NO NPUMEHEHWIO B
KapTOHHOW nayke. CooTBeTtcTByeT
XpaHeHve Mpwv Temnepatype He Boiwe 30°C. CootsetcTByeT
Cpox rogHocTu 2 ropa. CootsetcTByeT
OueHka PA3PELLEHHO

TexHU4eckuit copaboTHUK

KeanudmumnpoBaHHoe nuuo

T%Wmdéc ' Hara 209 .
émwomémp s 2.0 /&

( Tatjana Miljkovic )

ZP.SKK.088 /5.0

CTPAHNLbI: 2 OT 2



