of GMP Compliance

Zdravlje AD Record Form
ADR020619/3
Batch Release Certificate-CC185849
Name of Product - Fosicard 5mg |
Strength / Potency Smg
Dosage Form Tablets
Pack size and type 4x7 blister, 8.402 pcs
Country Russia
Marketing authorization number LS - 000839
| Batch number (finished product/bulk ) 2001138 /2001038 -
Date of Manufacturing 01.2020. o ]
Date of Packaging 03.02.20.
Expiry date ~01.2022.
API Manufacturing site: Fosinoprile Sodium
1 Name
HETERO DRUGS LIMITED
7 Address Unit-I, Survey. No. 213, 214 & 255
Bonthapally Village,
Authorization number Gummadidala Mandal, Sangareddy District,
India-502 313, Telangana.
"I Eudra GMP reference number or certificate

Bulk Manufacturing site :

7 Name

1 Address
Authorization number

Eudra GMP reference number or certificate
of GMP Compliance

FHI Zdravije AD,
[Vlajkova 199 ,16000 Leskovac, Serbia

515-04-04216/2019-11

MT/022HM/2019

Packaging site :

7 Name

1 Address
Authorization number

Eudra GMP reference number or certificate
of GMP Compliance

FHI Zdravije AD,
Viajkova 199 ,16000 Leskovac, Serbia

515-04-04216/2019-11

MT/022HM/2019

Referentni SOP: SOPG014702



Zdravlje AD

Record Form

ADR020619/3

Batch Release Certificate-CC185849

Testing site : '
17 Name

"1 Address
1 Authorization number

71 Eudra GMP reference number or certificate
of GMP Compliance

FHI Zdravije AD,
Vlajkova 199 ,16000 Leskovac, Serbia

515-04-04216/2019-11

MT/022HM/2019

Batch release site:

71 Name

1 Address

FHI Zdravlje AD,

Vlajkova 199 ,16000 Leskovac, Serbia

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

515-04-04216/2019-11

MT/022HM/2019

Reference of Certificate of analysis

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

Artwork reference number / version

PIL
Label
Blister
Box

Pil AAALS5701
Label n/a

Blister/foil AAAK5648
Box AAAK5669

' Finished product Storage conditions

Do not store above 30° C

' Deviation reference (where applicable)

n/a

Referentni SOP: SOPG014702



Zdravlje AD Record Form
ADRO020619/3

Batch Release Certificate-CC185849

| Statement

| 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 | Tatjana Miljkovic QP
the batch release

Signatﬁre of person authorizing the batch
release TN,

Date of signature

Referentni SOP: SOPG014702



N

CEKTOP KAYECTBA
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Matiéni broj: 07204817

CEPTU®UKAT AHATNIU3A

Zdravije AD Leskovac
Vigjkova 199

16000 Leskovac, Srbija
PIB: 100330231

PDV: 127728720

Matepuan 190680 ®O3UKAPL TabneTku, 5mr x 28
Cepus : 2001138
PbiHOK : Poceniickas depnepaums KonuuectBo/Ho.ynak.  : 8.402 LUT
Ho.npeanvcanun ana uccneposanus : P.85779 Data nponseoncTtea : 01/2020.
Oara aHanuaa 1 14.02.20. Cpok rogHocTn : 01/2022.
MNapameTphi TpeboBaHuA kavecTra PeaynkraT
Onucanue Kpyrribie TaBneTkv NAoCcKoUMNMHAPUYECKOit chopmel Benoro nmm no4T Genoro
LgeTa, ¢ Mapkmposkoi «FL 5»
e PO
BuayanbHbii CooteeTcreyeT
MoanuHHocTs B3IXKX
Bpems yaoepxuBaHus 6CHOBHOTO NUka Ha XpOMaTOrpaMMe UCTLITYEMOrO
PACTBOpA, NPUrOTOBITEHHOTO 718 KONMIMUYECTBEHHOM ONPeAenEHNs, JOMKHO
COOTBETCTBOBATL BPEMEHI yAepXUBAHNSA OCHOBHOTO M1KA Ha XPOMATOTpaMMe
CTaHAAPTHOrO pacTeopa ho3nHONPUIA HaTpusI. CooTsetcTayeT
PacTeopeHve oauHonpuna BIXKX He meHee 75 (Q) % yepes 30 MuH.
Esp. &. unu F'd PO
He MeHee 80 % 105
PoacTsenHbie npumecu-tosnHonpunar BAMX He Gonee 5,0%
He Gonee 5,0 % 0,2
PoacTeenHble npumecu-npuMecs C BAMX He Gonee 0,5%
He Bonee 0,5 % He oBrapyxeHo
PopacteerHble npumeck-npuvecs D BIXKX He Bonee 0,5%
He Bonee 0,5 % He o6HapyxeHo
PogcTeetHsie npumecu-npumecs G BIYKX He Gonee 0,5%
He Gonee 0.5 % He oGHapyxeHo
PoacreenHble npuMecu-npumecs H BaMX He Gonee 0,5%
He Gonee 0,5 % He obHapyxero
Poncts.npumecu-eauHmniHas HeupeHTUudh.npum B3XKX
He Gonee 0,2%
He Gonee 0,2 % 0,1
Cymma npumecein BOMX He Bonee 5,0%
He Gonee 5,0 Y% 0,3
MukpoBuronornyeckas unctoTa Kateropusa 3A
Esp. ®. unn I'd P CooTBetcrayeT
ObLuee uncro aapobHbIx MUKPOOPraHua., He Gonee 103 KOE & 1r
He Bonee 1000 KOE/r <10
O6Luee uMerio apoxeKeBkIX 1 nnecHes.rpi6os  He Gonee 102 KOE B 1r
He Gonee 100 KOEfr <10
Escherichia coli OtcyTcTaune B 1r CooteeTcTeyeT
OpnHopogHocTs A03npoBaHus AV<=15,0
Eep.®. urm I'd PO
He Gonee 15,0 2,9
ZP.SKK.088/5.0 CTPAHWUDBI: 1 OT 2
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CEKTOP KAYECTBA

Tel: +381 16 202 000

Fax: +381 16 2564 125
info_operations@actavis.rs
www.actavis.rs

Matiéni broj: 07204817

Zdravije AD Leskovac
Viajkova 189

16000 Leskovac, Srbija
PIB: 100330231

PDV:. 127728720

Marepuan 190680 DPO3IUKAPQO TabneTkn, 5Mr x 28
Cepua : 2001138
MapameTpbl Tpe6oBaHuA KayecTBa Pesynbrar
KonnuecteseHHoe onpegenexve B3XKX
Ot 90% no 105% oT 3asBREHHOro CogepXanusl.
4,50 5,25 Mr/T6n 4,99
Ynakoska Mo 4 6nucTtepa no 7 TabneTok BMECTe ¢ MHCTPYKLMEN Mo NPUMEHEHUKD B NaYKy
KapPTOHHYI0, HA KOTOPYIO AOMOMHUTENbHO MOFYT BbiTh HAHECEHS! 3aLUNTHBIE
HaKnenKku. CooTBeTcTBYET
XpaHerve MNpw Temnepatype He Boiwe 30°C. CooteeTcTBYET
Cpok rogHocTH 2 roga. CooTeeTcTBYET
OueHka PA:_i_P__ELUEHHO
”'.'rl M P, ._: (Y]
TexHuyYecknin copaboTHNK AT/ Data
KeanucpuumupoBaxHoe nvuo Lt /s~ Pata I

( Tatjana Miljkovic )

ZP.SKK.088/5.0

CTPAHMLUbLI: 2 OT 2



