Zdravlje AD

Record Form
ADR020619/3

Batch Release Certificate-CC185849

Name of Product Fosicard 20mg

Strength / Potency 20mg

Dosage Form Tablets

Pack size and type 4x7 blister,
39.072 pcs

Country Russia

Marketing authorization number / number
ND,number version variation, dated variation

LS-000839, LS-000839-081018
Variation 1 dated 11.02.2020

Batch number (bulk/ finished product) 2005235/ 2005455
Date of Manufacturing 05.05.2020.

Date of Packaging 31.05.2020.

Expiry date 05.2022.

AP| Manufacturing site:

O Name

0 Address

O Authorization number

0 Eudra GMP reference number or certificate
of GMP Compliance

Production of Fosinipril sodium:

HETERO DRUGS LIMITED

Unit-I-Survey. No. 213, 214 & 255
Gummadidala Mandal, Sangareddy District,
India-502 313 Bonthapally Village,
Telangana

Production of intermeriate(s):

HETERO LABS LIMITED

Unit-lll-Survey No.120, 128, 150 (PART), 150/1,
151/2 & 158/1

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

Bulk Manufacturing site :

O Name

O Address

O Authorization number

O Eudra GMP reference number or certificate
of GMP Compliance

FHI Zdravlje AD,

Vlajkova 199 ,16000 Leskovac, Serbia
515-04-04216/2019-11
MT/022HM/2019

Packaging site :

O Name

O Address

O Authorization number

0 Eudra GMP reference number or certificate
of GMP Compliance

FHI Zdravlje AD,

Viajkova 199 ,16000 Leskovac, Serbia
515-04-04216/2019-11
MT/022HM/2019

Referentni SOP: SOPG014702




Zdravlje AD Record Form
ADRO020619/3
Batch Release Certificate-CC185849
Testing site : FHI Zdravlje AD,
0 Name Vliajkova 199 ,16000 Leskovac, Serbia
O Address 515-04-04216/2019-11
O Authorization number MT/022HM/2019
O Eudra GMP reference number or certificate

of GMP Compliance

Batch release site:
O Name
O Address
e Authorization number
° Eudra GMP reference number or
certificate of GMP Compliance

[515-04-04216/2019-11

FHI Zdravlje AD,
Vliajkova 199 ,16000 Leskovac, Serbia

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

e PIL

e Label
e Blister
e Box

Pil AAALS8979
Label n/a
Blister/foil AAAK5654
Box AAAKL5206

Finished product Storage conditions

Do not store above 25° C

Deviation reference (where applicable)

n/a

' Statementl

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

Oﬁ‘\ “ { 4x _,;;,u,D’éu«/E

Date of signature

lo o500

Referentni SOP: SOPG014702
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CEKTOP KAYECTBA
CEPTUOUKAT AHAITU3A

Zdravlje AD Leskovac
Vlajkova 199

16000 Leskovac, Srbija
PIB: 100330231

PDV: 127728720

Martepunan 190679 ®O3UKAP[O tabnetku, 20mr x 28
Cepusn : 2005455
PbiHOK : Poceuiickas depepaums KonuuecrBo/Ho.ynak. :39.072 LUT
Ho.npeanucanus gna uccneaosaHus : P.85781 [arta npou3sBoacTBa : 05/2020.
Hara aHanuza : 10.06.20. Cpok rogHocTH : 05/2022.
MapameTtpbl TpeboBaHuA kavyecTBa PesynbTar
OnucaHue Kpyrnble TabneTku NNOCKOLMIVHA PUYECKO chopMel Genoro unu noutu 6enoro
useTa, ¢ mapkuposkon "FL20".
re Po
BusyanbHblid CootseTcTBYET
MogNnHHOCTL B3MX
Bpems yAepXuUBaHNA OCHOBHOTO NUKA Ha XPOMATOrpamMme WCMbITYEeMOro
pacTeopa, NPUroTOBNEHHOro AN KONUYECTBEHHOrO ONPEAESIEHNA, A OMKHO
COOTBETCTBOBATb BPEMEHU YAEPKUBAHMA OCHOBHOIO NUKA HA XPOMATOrpaMme
CTaHAapTHOro pacTsopa (Po3MHONPUNA HaTPUS. CooteeTcTByeT
PacteopeHue BOMX He meHee 75 (Q) % uepes 30 MuH.
Esp. . uan ' Po
He MeHee 80 %
PoacteeHHble npumMecu-chosuHonpunat BAXX He 6onee 5,0%
He Bonee 5,0 % 0,2
PoacTeeHHbIe npumecn-npumecsk C BIXKX He 6onee 0,5%
He Gonee 0,5 % He o6HapyxeHo
PopcteeHHble npumeck-npumecs D BIXX He G6onee 0,5%
He Gonee 0,5 % He o6xapyweHo
PoactBeHHbIe npumecu-npumecs G BIMX He Gonee 0,5%
He Bonee 0,5 % He o6HapyxeHo
PoacteeHHele npumecn-npumect H BIMX He Gonee 0,5%
He Gonee 0,5 % He oBHapyxeHo
PopcTe.npumecu-efnHnIHas HengeHTud. npum. BIXX
He 6onee 0,2%
He Gonee 0,2 % He oGHapyxeHo
Cymma npumeceit BOMX He Sonee 5,0%
He Bonee 5,0 % 0,2
MukpoGuonorudeckas uncrora Kateropus 3A
Esp. ®. unn e Po CooteeTcTBYET
Obuiee uncno aspobHbIX MUKPOOPraHUaMoB  He Goree 103 KOE B 1 1
He Bonee 1000 KOE/r <10
06Lee unCno APOAIOKEBLIX 1 NNecHesbIx rpubosHe Gonee 102 KOE & 1r
- e Oonee 100 KOE/r <10
Escherichia coli OtcytctBue B 1r CooteeTcTBYET
OAHOPOAHOCTL A03MPOBAHNSA AV<=15,0
Eep.®. unu re Po
He Gonee 15,0 1.6
KonuyecTsenHoe onpeaenetxne OT 90% po 105% OT 3asIBNEHHOrO COAEPIKAHUS.
18,00 21,00 mr/Tén 19,80
ZP.SKK.088 /5.0 CTPAHWUBI: 1 OT 2
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Zdravlje AD Leskovac
Vlajkova 199

16000 Leskovac, Srbija
PIB: 100330231

PDV: 127728720

CEKTOP KAYECTBA
CEPTU®UKAT AHAJIU3A
MaTtepuan 190679 @®O3UKAPAO tabneTkm, 20Mmr x 28
Cepun : 2005455
MapameTpbl TpeGoBaHua xavyecTBa Pesynbrar
Ynakoeka Mo 4 6nuctepa no 7 TabneToK BMECTE C MHCTPYKLMEN NO NPUMEHEHUIO B NadKy
KapTOHHYI0, Ha KOTOPYIO JONOAHNUTENBHO MOTYT BbITh HAHECEHb! 3alUTHLIE
Haknenky. CootseTcTBYyeT
XpaHneHue Mpun TemnepaType He Bblle 25°C. CootBeTcTBYET
Cpok rogHOCTU 2roaa CooteetcTBYET
OueHka PA3SPELUEHHO
(Al ,
TexHuyeckui copaboTHUK ,CZ& @ fara A0, 06, Lo,
KsanuduuupoBaHHoe nuLo '"*4;0}1/49%25@-- L~ [Dara 40 06. 12
( Tatjana Miljkovic )
=
ZP.SKK.088 /5.0 CTPAHWLbI: 2 OT 2



