Zdravlje AD Record Form

ADR020619/3
Batch Release Certificate-CC1 85849
|Name of Product ~ [Fosicard 10mg l
Strength /Potency —————{gmg T
(Dosageform T Taplets T
Packsizeandtype 7 bliler, 38676 |
country, _Russia 7
[Marketing authorization number/ number ND, —[5-000839, LS-000839-081018,
||number version variation, dated of variation |L/ariation 1 dated 11.02.2020
b . —
 Batch number ___(finished product/bulk ) 2005311 f200522
 Date of Manufacturing — 002020
Dateof Packaging . 'Z&M__________ —_ |
e - A
' APl Manufacturing site: _rFosinoprile Sodium
| 7 Name HETERO DRUGS LIMITED
| Unit-I-Survey. No. 213, 214 & 255
| Address Gummadidala Mandal, Sangareddy District,
| India-502 313 Bonthapally Village,
1 Authorization number Telangana

| |Producz‘ion of intermeriate(s):
p HETERO LABS LIMITED

K Efugﬁf gp re,f.erence number or certificate Unit-lll-Survey No.120, 128, 150 (PART), 150/1.

° ompliance 151/2 & 158/1

Nallamattipalem, Nakkapally Mandal,

\Visakhapatham District, India-531 081 N.

|Narasapuram Village, Andhra Pradesh

— B R

| Bulk Manufacturing site - |

| 1 Name FHI Zdravije AD, |
7 Address \Viajkova 199 ,16000 Leskovac, Serbia ||

| |

| 1 Authorization number | 915-04-04216/2019-11 |

|
|| -1 Eudra GMP reference number or certificate | MT/022HM/2019 /

of GMP Compliance

o Referentni SOP : SO—I%OTMFZ_



Zdravlje AD Record Form

ADRO020619/3
Batch Release Certificate-CC185 849
||' Packaging site: | —————
1 Name FHI Zdravlje AD,
|| 1 Address ||Vlajkova 199 ,16000 Leskovac, Serbia
| 1 Authorization number 515-04-04216/2019-11 |
|| I Eudra GMP reference number or certificate || MT/022HM/2019 |
of GMP Compliance |
Testngsfe: N
|7 Name FHI Zdravie AD, ’
| 7 Address Viajkova 199 ,16000 Leskovac, Serbia |

| 1 Authorization number

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

| of GMP Compliance

515-04-04216/2019-11 |

—_ ]

||_B?t<5 rae_asgsite: -

|

| 1 Name [FHI Zdravije AD,
|
7 Address ik/lajkova 199 ,16000 Leskovac, Serbia
|
e ——
| * Authorization number 915-04-04216/2019-11 |
| . Eudra GMP reference number or |
certificate of GMP Compliance | MT/022HM/2019
| |
|
|
l_Raer_ence of Certificate of analysis Refer to a separate CoA which Eu?be_d?tea_;

signed and attached to this certificate

~ Referentni SOP: SOPGO14703



Zdravlje AD Record Form

ADRO020619/3
Batch Release Certificate-CC185849

| Artwork reference number / version T j
| o PIL |Pil AAAL8979
e Label Label n/a

* Blister Blister/foil ~ AAAK5652
| Box Box AAAL5205
I - .
| Finished product Storage conditions | Do not store above 25° C ‘
L | . -
 Deviation reference (where applicable) ‘ n/a

,?ta@m?nt_ -

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 |

|}'N—am€a7dp—osﬁw/tﬂe of person authorizing | Tatjana Miljkovic QP
the batch release
-

|
Signature?person authorizing the batch T &
release | Itcdoin ;—@&

Date of signature 03 0c. 1o

- —l

L[

Referentni SOP: SOPG014702



N

Tel: +381 16 202 000
Fax: +381 16 254 125
info_operations@actavis.rs
www.actavis.rs

Maticni broj: 07204817

Zdravije AD Leskovac

Vigjkova 198

16000 Leskovac, Srbija
PIB: 100330231

PDV: 127728720

CRKTOR KATECTEA CEPTUD®UKAT AHAJTU3A
Marepuan PO3UKAPL TabneTkun, 10Mr x 28
Cepua
PuiHoK : Pocewiickas Penepauns KonuuyectBo/Ho.ynak. :38.676 LUT
Ho.npeanvcaHua ana nccnegoBaHus : P.85780 Hara npouzroacrtea : 05/2020.
Data aHanuza Cpok rogHocTU : 05/2022.
MapameTpbl TpeboBaHuA kavyecTBa PesyneTar
Onwucanwre Kpyrnbie Tabnetku nnockouMnuHapuyeckon copmel Gerioro unm nodtu Genoro
LiEeTa, ¢ MapKMpoBKon «FL 10»
ro po
BuayanbHblin CooTtBeTcTBYET
MoAnMHHOCTD B3XX
Bpems yoep#uBaHKMsA OCHOBHOIO MWKa HA XpoMaTorpamMme MUCnbITyeMoro
pacTBopa, NPUroTOBAEHHOO AMS KONUYECTBEHHOIO ONpeneneHns, AOMKHO
COOTBETCTBOBATL BPEMEHW YAEPKMBAHUA OCHOBHOIC MKa Ha xpoMaTorpaMmve
CTaHAapTHOro pacTeopa ho3nHoONPUNa HaTpus. CooTtBeTcTayeT
PacTteopeHne BIXX He mexee 75 (Q) % 4depes 30 MuH.
Esp. ®. unn o PO
He MeHee 80 %
PopcTeenHsie npumeck-choansonpunat BAXX He Gonee 5,0%
He Bonee 5,0 % 0,2
PoacteenHbie npumeck-npumeck C BOXKX He Gonee 0,5%
He Bonee 0,5 % He oBHapyxeHo
PoacteeHHble npuMecu-nprmect D BOXX He Gonee 0,5%
He Gonee 0,5 % He obHapyxeHo
PopgcteeHHble npumecu-npumect G BAXKX He Gonee 0,5%
He Gonee 0,5 % He obHapyxeHo
PoacteeHHble npumecu-npumMeck H BAXX He Bonee 0,5%
He Bonee 0,5 % He oBHapyxeHo
PogcTs.npumecu-eguHusHas HemaeHTUud.npum. BIXKX
He Gonee 0,2%
He Bonee 0,2 % He o6rapyxeHo
Cywmma nipumecein BOXKX He Gonee 5,0%
He Gonee 5,0 % 0,2
MukpoGuonornyeckasa YucToTa kareropus 3A
Esp. . nnn e PO CooTteetcTByeT
ObLee YMero aspoBHbIX MUKPOOPraHMaMoe  He Goree 103 KOE B 1r
He Gonee 1000 KOE/r <10
O6Luee YMCro APOXOKeBbIX 1 rrecHeBsix rpuboeHe Ganee 102 KOE B 1r
He 6onee 100 KQE/r <10
Escherichia coli Otcytcteve B 1 CooTBeTCTBYET
OaHopoAHOCTL 4O3MPOBaHUA AV<=15,0
Eep.®. wwm e PO
He Gonee 15,0 1,7
KonuyecTBeHHOE orpegeneHve O71 90% po 105% 0T 3asiBNEeHHOr0 COepPXaHUsl.
9,00 10,50 Mr/Ton 10,00
ZP.SKK.088/5.0 CTPAHMLILL: 1 OT 2
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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

Zdravije AD Leskovac
Viajkova 199

16000 Leskovac, Srbija
PiB: 100330231

PDV: 127728720

Martepuan : 90678 @®O3UKAP[L TabneTku, 10mr x 28
Cepuna : 2005311
NapameTpbl TpeboBaHus kavecTBa PesynbTar
Ynakoska Mo 4 6nuctepa no 7 TabneTok BMECTe C MHCTPYKLMEN NO NPUMEHEHUIO B NaYKy

KapTOHHYIO, HA KOTOPYIO AOMNONMHUTENBHO MOTYT ObiTe HAHECEHK! 3aLUMTHLIE

Haknemnku. CooTteeTcTayeT
XpaHeHne Mpwn TemnepaType He Bbile 25°C. CooTBeTcTBYET
Cpok rogHocTH 2 roga. CootBeTtcTByeT

OueHka PA3PELUEHHO

TexHu4YecKnin copaboTHUK

KsanudgmumpoBaHHoe nuuo

7u; f’ﬂwf/)ac/u / 1 data o1 06.20.
‘/7{\ (’u}“‘t Data D@DGZD

( Tatjana Miljkovic )

ZP.SKK.088 /5.0

CTPAHWMLIbI: 2 OT 2



