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ZP.5KK.2542.0 | Batch Release Certificate
Prepared by, Date: | Reviewed/Approyed by: ) Date: | Ref doc.
Potpis: 74 ycepiic S Potpist e a AV LG | SOP.SKK.KPOOT
issued by:/Eﬁ‘erfz‘ive from: ¢ '&.» :;“ﬁ Date: Invalidated by: ‘i'j ;I ' Date: | Document change control:
Potpis: 7/ 2\ o 4 st | Potpis: 55826
Name of Product Spasmalgon®
Strength / Potency 500/5.0/0,1mg
Dosage Form Tablets
Pack size and type 2x10 blister, 23.750 pcs
Russia

Country

Marketing authorization number

No 13079/01

Batch number

1904232 / 1904996

Date of Manufacturing 04.2019.
Date of Packaging 19.04.19.
Expiry date 04.2021. SSS—
API Manufacturing site: Metamizole Sodium
Name SHANDONG XINHUA PHARMACEUTICAL CO.
LTD.
) Addres's ] Manufacturing sites:
-1 Authorization number 14 Dongyi Road, Zhangdian District
1 Eudra GMP reference number or certificate of GMP 255 005 Zibo, Shandong Province, China

Compliance

Huitan Chemical Industrial Zone, Zibo,
Shandong, P.R. China

APl Manufacturing site:

7 Name

"1 Address

“I Authorization number

7 Eudra GMP reference number or certificate of
GMP Compliance

Pitofenone Hydrochloride

R L FINE CHEMManufacturing site:

No. 15, Karnataka Housing Board

Industrial Area, Yelahanka
Bangalore 560 064, india

API Manufacturing site:

7 Name

1 Address

71 Authorization number

7 Eudra GMP reference number or certificate of
GMP Compliance

Fenpiverinium Bromide

R L FINE CHEMManufacturing site:

No. 15, Karnataka Housing Board

Industrial Area, Yelahanka
Bangalore 560 064, India

Bulk Manufacturing site :

7T Name

Address

Authorization number

Eudra GMP reference number or certificate of GMP
Compliance

-
L]
.

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

MT/006HM/2018

Copying of blank form is allowed
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Number/Version: Document name:

ZP.SKK.254/2.0 Batch Release Certificate
| Packaging site : ) | PCI Zdravije AD,
1 Name Vlajkova 199 ,16000 Leskovac, Serbia

71 Address 515-04-05933/2018-11

1 Authorization number

71 Eudra GMP reference number or certificate of GMP
Compliance

MT/006HM/2018

Testing site :

1 Name

1 Address Vlajkova 199 ,16000 Leskovac, Serbia
“1 Authorization number
-

Eudra GMP reference number or certificate of GMP
Compliance MT/006HM/2018

PCI Zdravlje AD,

(5615-04-05933/2018-11

' Batch release site:
PCl Zdravlje AD,

1 Name
‘1 Address Viajkova 199 ,16000 Leskovac, Serbia
|« Authorization number R 515-04-05933/2018-11

e Eudra GMP reference number or certificate of MT/006HM/2018
GMP Compliance

T'-\’eference of Certificate of analysis Refer to a separate CoA which must be dated,
signed and attached to this certificate

Artwork reference number / version

o PIL Pil AAAK5465
Label Label n/a
: Blister Blister/foil AAAGT7466
Box AAAJ4190
e Box
Finished product Storage conditions Store in a dry and light-protected place,

at temperature not more than 25° 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/title of person authorizing Tatjana Milikovic , QP
 the batch release

Signature of person authorizing the batch | y
release -

Date of signature \
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Actavis

CEKTOP KAYECTBA

Tel: +381 16 202 000

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

Reg. br: 07204817

CEPTUDUKAT AHAJTU3A

Zdraviie AD Leskovac
Viajkova 189

16000 Leskovac
Srbija

PIB:

100330231

PDV: 127728720

Marepuan 191718  CMA3SMAINTIOH® Tabnetku 500/5/0,1 x 20
Cepust : 1904232
PbIHOK : Poccuiickast Pegepaums KonunuectBo/Ho.ynak.  :23.750 LUT
Ho.npegnucanua ana uccnegoBaHuA : P.85315 Hata npousBoacrtea : 04/2019.
Data aHanusa 1 16.05.19. Cpok rogHocTu 1 04/2021.
MapameTpbl Tpe6oBaHuA Ka4ecTBa PesynsTar
Onuvcaxvne Kpyrnble, nrockue TabneTku ¢ hackoi U G PUckoi ¢ ogHoi CTopoHoR, Beroro
vnu noutn 6enoro ueeTa. CooTteetcTByeT
MognuHHOCTS | MeTtamuaon HaTpus (YO-cnekTpodoTOMETPUS)
YnbTpathunoneToBbIi# CNEKTP NOTMOLWEHWA pacTBopa npenapara s o6nactv ot 230
00 300 HM JOMKEH UMETE MAKCUMYM MOTMOLWEHNS MPW JSIMHE BOMHbI (267 + 2)
HM. CooTteercreyeT
MognuHHocTb i MuTodeHoHa ruppoxnopun (BOXKX)
Bpems yaepxvsaH/s OCHOBHOFO MiiKa Ha XpoMaTorpamme UCMbITYEMOro pacteopa
[OMKHO COOTBETCTBOBATE BPEMEHW YAEPKUBAHUA OCHOBHOTO Nu1ka nutodeHoHa
rnapoxnopuaa Ha XpomaTorpaMmMe CTaHaapTHOTO pacTeopa.
deHnveeprHns Gpomung (BIXKX)
Bpems yaepXvBaHus OCHOBHOTO MiKa Ha XpomaTtorpaMme UCTLITYEMOro pacTeopa
[IDIMKHO COOTBETCTROBATL BPEMEHW YAEPXUBAHUA OCHOBHOTO N1Ka heHNMBEpUHUA
Gpomuaa Ha xpomaTorpamme CTaHaapTHOro pacTeopa. CooTBeTCTBYET
PacnapaemocTb He Gonee 15 muH
Eep.®. unm P Xiil
He Bonee 15 MWH 3
MocTopoHHKe npuMecy BOXKX 4 — MeTUNAaMUHOAHTUNUPUHEA
He Bonee 1,0 %
He Bonee 1,0 % 0,2
OAHOPOAHOCTE A03UPOBAHKUA -METamMnaona HaTpus
Erp.®. unm I'd Xill cnocob 2
He Bonee 15,0 1.4
OaHOPOAHOCTL A03MPOBaHUA -nuTodieHoHa rmapoxnopua
EBp.®. unn I'd Xlli cnocob 1
He Gonee 15,0 1,5
OgHOPOAHOCTL [O3MPOBaAHUS -tbeHnuBepWHUs Gpomna
Eep.®. unu 'd Xill cnocot 1
He Bonee 15,0 6,0
Konudecta.onpeaeneHie MeTamnaon Hatpus  TUTPUMETPUHECKWIA
Ot 475,0 go 525,0 mr
475,0 525,0 Mr/Ton 4977
Konuuects.onpegen.MuroceroHa rugpoxnopuaB3IXKX
Or450055wmr
4.5 5,5 mr/T6n 5.1
Konuuects.onpegen.®eHnuBepuHusa Gpomug  BIXX
OT1 0,08 go 0,12 Mr
0,080 0,120 Mr/Tn 0,100
MukpoBuonorndeckaa YucToTa EBp.®. unu I XIll, kateropus 3 A CooTteeTcTBYeT
O6ulee yncno a3pobHbIX MUKkpoopraHuaMoe  He Bonee 103KOER 1+
He Bonee 1000 KOE/r <10
ZP.SKK.088 /5.0 CTPAHMLbBI: 1 OT 2
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Actavis

CEKTOP KAYECTBA

Tel: +381 16 202000
Fax: +381 16 254 125
info_operations@actavis.rs
www.actavis.rs

Reg. br; 07204817

Zdraviie AD Leskovac
Viajkova 199

16000 Leskovac
Srbija

PIB: 100330231
PDV: 127728720

CEPTU®UKAT AHANU3A
Martepuan 191718 CNA3MAJTTOH® TabneTtku 500/5/0,1 x 20
Cepus : 1904232
MapameTpbi Tpeb6oBaHus KavecTBa PesynbTar
O6bLuee 4MCno ApoXoKeBbIX U NNecHeBbIX rpnbos He Gonee 102KOE B 1T
He Gornee 100 KOE/r <10

Escherichia coli OtcytcTRMe B 1 r1 CootseTcTBYET
Ynakoeka Io 10 TabneTok B TpexcnoiiHoi MBX/MNBL/MNBX nneHke U anioMUHWEBO honbri.

2 6rcTEp BMECTE € UHCTPYKLVMEN NO NPUMEHEHWIO B KAPTOHHYIO NadKy. CooTBeTcTByeT
XpaHeHue Mpw TemnepaType He Bbiue 25°C. CooTeeTcTBYET
Cpok rogHocTH 2 roga CooTeeTcTBYET

OueHka PA3PELLUEHHO

TexHn4yeckuin copaboTHMK

KsanudmyuposaHHoe nuuo
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( Tatjana Miljkovic ) A
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