Zdravlje AD Record Form

ADR020619/3
Batch Release Certificate-CC185849
Name of Product Fosicard 10 mg
Strength / Potency 10 mg
Dosage Form Tablets
Pack size and type 4x7 blister , 36.828
Country Russia )
Marketing authorization number/ number ND, LS-000839, LS-000839-081018,
number version variation, dated of variation variation 1 dated 11.02.2020
'_Batch number ( finished product/bulk ) 2005317 / 2005230
_Date of Manufacturing 05.2020.
| Date of Packaging 24.05.20.
Expiry date 05.2022.
AP Manufacturing site: Fosinoprile Sodium
Name HETERO DRUGS LIMITED
Unit-I-Survey. No. 213, 214 & 255
- Address Gummadidala Mandal, Sangareddy District,
India-502 313 Bonthapally Village,

Telangana
Production of intermeriate(s):

4 Eudra GMP ref &+ |HETERO LABS LIMITED
udra sterence number or certificate |, . 1 Survey No.120, 128, 150 (PART), 150/1,

of GMP Compliance 151/2 & 158/1
Nallamattipalem, Nakkapally Mandal,

Visakhapatnam District, India-531 081 N.
Narasapuram Village, Andhra Pradesh

71 Authorization number

Bulk Manufacturing site :

7 Name FHI Zdravlje AD,
7 Address Viajkova 199 ,16000 Leskovac, Serbia
7 Authorization number 515-04-04216/2019-11

7 Eudra GMP reference number or certificate | MT/022HM/2019
of GMP Compliance

Referentni SOP: SOPG014702



Zdravlje AD Record Form
ADRO020619/3
Batch Release Certificate-CC185849
 Packaging site : -
7 Name FHI Zdravije AD,
77 Address Vlajkova 199 ,16000 Leskovac, Serbia
7 Authorization number 515-04-04216/2019-11
1 Eudra GMP reference number or certificate | MT/022HM/2019
of GMP Compliance
i Testing site :
7 Name FHI Zdravlje AD,
- Address Viajkova 199 ,16000 Leskovac, Serbia
1 Authorization number 515-04-04216/2019-11

q

Eudra GMP reference number or certificate
of GMP Compliance

MT/022HM/2019

.

Batch release site:

Name

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

~ |

Referentni SOP: SOPG014702



Zdravlje AD Record Form

ADR020619/3
Batch Release Certificate-CC185849
| Artwork reference number / version —‘

e PIL Pil AAAL8979
. quel Label n/a
* Blister Blister/foil AAAK5652
* Box Box AAAL5205

Finished product Storage conditions Do not store above 25° 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 | Ivana Stamerkovic QP

the batch release

Signature of person authorizing the batch N) T e N
release ’ Cecot

Date of signature 02 OG 7.0

Referentni SOP: SOPG014702
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CEKTOP KAYECTBA

Tel: +381 16 202 000

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

Matiéni broj: 07204817

CEPTUDUKAT AHAJIU3A

Zdravije AD Leskovac
Viajkova 199

16000 Leskovac, Srbija
PIB: 100330231

PDV: 127728720

Marepuan : 90678 QDO3UKAPL Tabnetku, 10mr x 28
Cepun : 2005317
PriHoOK : Poccuickas depepauus KonuuyectBo/Ho.ynak.  :36.828 LUT
Ho.npegnucaHua gna uccnegosaHusa : P.85780 Hara npouzBoacTsa : 05/2020.
Hata aHanusa : 02.06.20. CpoK rogHocTH 1 05/2022.
MapameTpkl TpeGoBaHua KayecTBa PeaynkTat
Onucanwe Kpyrnble TabneTky nnockoumnuHapuyieckon dopmesl 6enoro nm noytu 6encro
LgeTa, ¢ Mapkuposkon «FL 10»
re Po
BuayanbHbliA CooteeTCcTBYET
MoanuHHOCT BOXX
Bpems yaepxveaHUs OCHOBHOTO NUKa Ha XpoMaTorpaMme UCMLITyemoro
pacTBopa, MPUrOTOBNEHHOTC AN KONMMYECTBEHHOTO ONPEReneHus, AOMKHO
COOTBETCTBOBATL BPEMEHU YAEPKUBAHUA OCHOBHOTO NUKa Ha XpoMaTtorpamme
CTaHAapPTHOrO pacTeopa ho3MHONPUNA HaTPusI. CooteeTCTBYET
Pacteopexne B3XKX He menee 75 (Q) % qepe3 30 muH.
Esp. ®. im e PO
He MeHee 80 %
PoncTeeHHbIe npumecn-cosuHonpunat BOMX He Gonee 5,0%
He Gonee 50 % 0,2
PoacteeHHble NpumMecn-npumecs C BIXX He Bonee 0,5%
He Bonee 0,5 % He oBHapyxeHo
PopgcTteeHHble npumecn-npumecs D BOXX He Bonee 0,5%
He Gonee 0,5 % He oBHapy»xeHo
PoacteeHHble npuMecu-npumecs G BOXX He Gonee 0,5%
He Bonee 0,5 % He oBHapyxeHo
PoacteeHHble npumMecu-npumeck H BOMKX He 6onee 0,5%
He Gonee 0,5 % He o6HapyxeHo
PogcTe.nprmecu-egrHusHasn HengeHTvdh.npum. BOMKX
He Gonee 0,2%
He Goriee 0,2 % He o6HapyxeHo
Cymma npumecein BOXX He Gonee 5,0%
He Gonee 50 % 0.2
MwkpoBuonaoruueckas YucToTa Kateropus 3A
Esp. ®. unu e Po CooTBeTCTBYET
OBluee uncno aspoBHLIX MUKpoopraHuamos  He Gonee 103 KOE B 1r
He Gonee 1000 KOE/r <10
OBliiee YMCNO APONKEBLIX U MNecHeBbIX rpubosHe Ganee 102 KOE B 1r
He Bornee 100 KOE/r <10
Escherichia coli OtcyteTBye B 11 CooTBeTcTRyeT
OpHOPOAHOCTL 403MPOBaHKS AV<=15,0
Esp.®. unu e PO
He Gonee 15,0 3,3
KonuuecteenHoe onpegeneHve Ot 90% Ao 105% OT 3aABNEHHOrO COASPKAHUA.
9,00 10,50 Mr/TOn 9,70
ZP.SKK.088 /5.0 CTPAHWMLbI: 1 OT 2



Tel: +381 16 202 000
' ~ Fax: +381 16 254 126
~ info_operations@gectavis.rs
www.actavis.rs

Matiéni broj: 07204817

CEKTOP KAYECTBA

Zdravije AD Leskovac
Viajkova 199

16000 Leskovac, Srbija
PIB: 100330231

PDV: 127728720

Martepwan 190678 QPO3UKAPO tabnetku, 10mr x 28
Cepun : 2005317
MapameTpbl TpeboBaHuA KayecTsa Pe3yneTart
YnakoBka Mo 4 6nucTepa no 7 TabneTok BMECTE ¢ MHCTPYKUMEN NO MPUMEHEHWIO B Mauky
KapTOHHYH0, Ha KOTOPYIO AOMONHUTESIbHO MOTYT BbITh HAHECEHL! 3aLUMTHBIE
HaKknehku. Cooteetcrayer
XpaHehue Mpu TemnepaType He Boiwe 25°C. CooTBeTcTBYET
Cpok rogHocTH 2 ropa. CooTBeTCTBYET
OueHka PA3PELUEHHO ‘
7 / é é
. / N g p . i
TexHu4Yeckut copaboTHMK \fb{,uin,tlf’ 2% Oata §2-06. L0.

7
KeanudmuumpoBaHHoe nuLio 97\041; Ce O/ para oL 06,13

( lvana Stamenkovic )

ZP.SKK.088 /5.0

CTPAHMUbBI: 2 OT 2



