A ¥) ZDRAVLJE
1 ’ ] 0@ Form U Actavis company’
Number/Versjon: || Document name:
ZP.SKK.254/2.0 -
| Batch Release Certificate
Prepared by: Date: * | Reviewed/Approved by; ‘ Date ! Ref.doc.:
@pi’& ‘M? ; ' Ligus Bes ﬁ e 35 i 1 | FOf,O.'S ( ‘,\i\ e e “jﬁ‘ {‘ [ SOP. SKK. KP001
fssued by: /Effecm/ff from :;ﬁ 'Z‘ef Date " Invalidated by '}r ‘; ," } Date- Document change control:
Potpis: 77"« O 1 ‘,55,;;;;’- A7 | Potpis: 55826
@
' Name of Product "Fosicard 4{
Strength / Potency [10 mg
| Dosage Form ‘Tablets j

| Pack size and type
|

"4 X7 blister , 37.224 pcs

Country , Russia
Marketing authorization number LS - 000839 N
f Batch number 1903756/ 1902428
Date of Manufacturing 02.19. ]
Date of Packaging 15.03.19.
Expiry date 02.2021.
WManufacturing site: Fosinoprile Sodium
‘ 7 Name HETERO DRUGS LIMITED
7 Address Unit-I, Survey. No. 213,214 & 255

7 Authorization number
"1 Eudra GMP reference number or certificate of GMP

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

Compliance
Bulk Manufacturing site :
J Name PCI Zdravije AD,
Address VIajkova 199 ,16000 Leskovac, Serbia

1 Authorization number
Eudra GMP reference number or certificate of GMP
‘ Compliance

515-04-05933/2018-11

MT/006HM/2018

‘ Packaging site :
Name

Address

Authorization number

Eudra GMP reference number or certificate of GMP

Compliance

\7
7

|

PCI Zdravlje AD,

VIajkova 199 ,16000 Leskovac, Serbia
|51 5-04-05933/2018-11

[MT/OO6HM/201 8

|
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Number/Version:

Document name:

ZP.SKK.254/2.0

Batch Release Certificate

rTesting site :

7

.
-
7

Name

Address

Authorization number

Eudra GMP reference number or certificate of GMP
Compliance

PCI Zdravlje AD,
Vlajkova 199 ,16000 Leskovac, Serbia
515-04-05933/2018-11

MT/006HM/2018

-
|

Batch release site:
7 Name

Address

PCi Zdravlje AD,

Vlajkova 199 ,16000 Leskovac, Serbia

Authorization number
Eudra GMP reference number or certificate of
GMP Compliance

515-04-05933/2018-11

MT/006HM/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

PIL
Label
Blister
Box

Pil AAAKO982
Label n/a

Blister/foil AAAK5652
Box AAAK5646

Finished broduct Storage conditions

Do not store above 30° C

Deviation reference (where applicable)

n/a

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/titie of person authorizing
the batch release

Ivana Stamenkovic ,_QP

Signature of person authorizing the batch 7/« Ol eyt Coype o’
release |
Date of signature 2903 49 -
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Actavis

o T el +381 16 202 000
Fax: +381 16 254 125
info_operations@actavis.rs
www.actavis.rs
Reg. br; 07204817

Viajkova 199
16000 Leskovac
Srbija

Pi3: 100330231
PDV: 127728720

CEKTOP KAYECTBA

CEPTU®UKAT AHAINTU3A

Zdravije AD Leskovac

Marepuan 190678 ®O3UKAPQO Tabnetku, 10Mr x 28
Cepus : 1903756
PbiHok : Poceuninckas ®epepaups KonuyectBo/Ho.ynak. 1 37.224 LUT
Ho.npegnucaHua ans nccnenosaHus : P.85780 [ata nponsBogcTBa : 02/2019.
Hata aHanusa :25.03.19. Cpok rogHocTH : 02/2021.
MapameTpbl TpeGoBaHuA Ka4ecTBa PeayneTtar
OnucaHve Kpyrnble TabneTki nockouMMMHAPUYECKOR (hopMbl GEMOro Unn noyTh Genoro
LgeTa, ¢ MapKkUpoBKo# «FL 10»
re po
BuayanbHbiin CooTBercTayeT
MoanuHHocTs BOXX
Bpems yaepimBaHusl OCHOBHOTO NUKa Ha XPOMATOrpamMme MCTbITYeMoro
pacTBopa, NPUraTORNEHHOTO AR KONYECTBEHHOO ONpedeneHns, JOMKHO
COOTBETCTBOBATL BPEMEHW YAEPXUBAHUSA OCHOBHOTO MUKA Ha XpoMaTorpaMme
CTaHaapTHOro pacTeopa ho3nHONPUNa HaTPus. CootsertctayeT
PacTBOpeHne BOXX He metiee 75 (Q) % yepea 30 MuH.
Esp. ®. um e PO
He MeHee 80 % 100
PopacteetHbte npumecn-dioauHonpunar BOXX He Gonee 5,0%
He Bonee 5,0 % 0,1
PoacTeenHsle npumeck-npumects C BAMKX He Gonee 0,5%
He Gonee 0,5 % He oBHapyxeHo
PopcteenHble npuMeck-npumect D BAXKX He 6onee 0,5%
He Gonee 0,5 % He o6HapyxeHo
PoacraeHHsie npumecu-npumecs G BAOXX He Gonee 0,5%
He Bonee 0,5 % He oBHapyxeHo
PoacTteerHbie npumecu-nprmecs H BAMX He Gonee 0,5%
He Gonee 0,5 % He oBHapyxeHo
PoacTe.npumecn-equHudHas HeuaeHTudd. npuv. BAMCX
He Gonee 0,2%
He 6onee 0,2 Y 0,1
Cymma npumeceit BIKX He Bonee 5,0%
He Bonee 5.0 % 0,2
Mukpo6uonoruyeckas uncTota KaTeropus 3A
Eep. . vnu [® PO CooTBeTcTBYST
O6wee uncno aspobHbLIX MUKPOOPraHK3. {TAMC)
He Gonee 103 KOE B 1r
He Gonee 1000 KOE/r <10
O6LLee HMCIO [POXOKEBLIX M NNEcHeB.rpnubos  He Gonee 102 KOE 8 1r
He Gonee 100 KOE/r <10
Escherichia coli Orcytcteue B 11 CooteetctayeT
OfaHOPOAHOCTL [03VPOBaHKS AV<=15,0
Eep.®. unn e PO
He Gonee 15,0 2,4
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Tel! +381 16202000 - Zdravije AD Leskovac
m Fax: +381 16 254 125 Vigikova 199
v info_operations@actavis.rs 16000 Leskovac
Srbija
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PDV: 127728720
CEKTOP KAYECTBA

Marepuan 190678 DO3UKAPL TtabneTkn, 10mr x 28
Cepus : 1903756
MapameTpbi TpeGoBaHus kavecTBa PesyneTtar
KonnuectBeHHoe onpepenenve Ot 90% po 105% OT 3asBNeHHOro COAePXaHNA.
9,00 10,50 MF/T6N 9,80

Ynakoeka Mo 4 Bnuctepa no 7 1aGneToxk BMECTE C MHETPYKUMEN no MPUMEHEHMIO B NadKy

KapTOHHYI0, Ha KOTOPYHO AOMNONHATENEHO MOYT ObITe HAHECeHb! 3alLMUTHbIE

Hakneikm. CootretcTByeT
XpaHeHue Mpn TemnepaTtype He Bbiwe 30°C. CootgeTcTBYET
Cpok ropgHocTH 2 ropa. CooteeTcTBYET

OueHka PA3PELI.IEHHO

' g
TexHu4yeckuin copaboTHUK . \uﬂ LU J1A / Géa/(, Hara sz 2 / J.

KeanuduumnposarHoe nuuo }7« it e’«fw b HOata 2703/ 7
( Ivana Stamenkovic )
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