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}'jame of Product Spasmalgon®

Strength / Potency 500/5.0/0,1mg

Dosage Form

Tablets

‘ Pack size and type

5x10 blister , 11.710 pcs

Compliance

. Country Russia
Marketing authorization number No 13079/01
 Batch number 1901278 / 1901202
Date of Manufacturing 01.2019.
 Date of Packaging 30.01.19.
| Expiry date 01.2021.
API Manufacturing site: Metamizole Sodium
7 Name SHANDONG XINHUA PHARMACEUTICAL
1 Address l(\:/lgr-nljggt'uring sites:
‘1 Authorization number 14 Dongyi Road, Zhangdian District
‘I Eudra GMP reference number or certificate of GMP 255 005 Zibo, Shandong Province, China

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

API Manufacturing site:

7 Name

7 Address

1 Authorization number

Tl 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

APl Manufacturing site:

1 Name

1 Address

"1 Authorization number

] 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 :
T Name

Address

Authorization number

Eudra GMP reference number or certificate of GMP
Compliance

.
.
1

PCI Zdravlje AD,
Vlajkova 199 ,16000 Leskovac , Serbia

515-04-09657/2017-11

MT/006HM/2018
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ZP.SKK.254/2.0 | Batch Release Certificate
‘" Packaging site - o - |PCTZiravie AD, ]
| Name ‘Vlajkova 199 ,16000 Leskovac, Serbia
"1 Address

I Authorization number
| 1 Eudra GMP reference number or certificate of GMP lvit/0061Mm/2018
‘ Compliance | 4

‘51 5-04-09657/2017-11

‘ Testing site : :

- Name PCI Zdravije AD, \
‘ 1 Address ‘Vlajkova 199 ,16000 Leskovac, Serbia
| 1 Authorization number |

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

| .

‘PCI Zdravlje AD,

515-04-09657/2017-11

Batch release site:

‘ I Name
| 1 Address Viajkova 199 16000 Leskovac, Serbia |
‘ |

f ¢ Authorization number 515-04-09657/2017-11
| * Eudra GMP reference number or certificate of ~ MT/006HM/2018
GMP Compliance J

' Reference of Certificate of analysis ‘Refer to a separate CoA which must be dated,
! |signed and attached to this certificate
[ Artwork reference number / version ' T

. PIL P AAAK5465

Label Label n/a
: Blister Blister/foil ~ AAAG7466
‘Box AAAJ4189

e Box
e | . . ﬁ
[ Finished product Storage conditions Store in a dry and light-protected place,

at temperature not more than 25° C. ‘

} 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

Iﬂalysis records were reviewed and found to be in compliance with GMP |

Deviation reference (where applicable) o ‘n/a |

' Name and position/title of person authorizing | Ivana Stamenkovic ,QP o
_the batch release ‘
Signature of person authorizing the batch ‘ D heiini e, e
release - - | e
| Date of signature TP, 7.
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Actavis

CEKTOP KAYECTBA

CEPTU®UKAT AHAJITU3A

Tel: +381 16 202 000

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

Reg. br: 07204817

Zdravije AD Leskovac

Vigjkova 199
16000 Leskovac
Srbija

PIB: 100330231
PDV: 127728720

Marepuan 191717  CNA3MANIOH® Tabnetku 500/5/0,1 x 50
Cepun : 1901278
PbiHOK : Poceuiickas ®epepauyst KonuuectBo/Ho.ynak. (11710 WUT
Ho.npeanucanuna ana uccnegoBaums : P.85315 [ata nponsBoacTea : 01/2019.
Oara aHannaa :14.02.19. Cpok rogHocTH : 01/2021.
MapameTpbl TpebGoBaHusa kavecTBa PesynkTtar
Onvcanve Kpyrnibie, nnockue TabneTky ¢ Qackoii v ¢ PUCKOM C OOHO cTopoHoR, Benoro
1nu oyt Genoro useTa. CooTeeTcTBYET
MoanuHHoCTS | MeTamuson HaTpust (YO—criekTpodoToMeTpus)
YnbTpagoneToskIi CrekTp NOrnoLWeHus pacTeopa npenapara s obnactu ot 230
A0 300 HM AOMKEH MMETE MAKCMYM NOITIOLLEHUS NPY ANVHE BOnHk (257 + 2)
HM. CootseTcTByeT
MognuHHocTe 11 MutodeHoHa ruppoxnopua (BIXKX)
Bpems ynepxueaHna 0CHOBHOIO Nuka Ha xpomatorpamme UCTbITYEMOro pacTeopa
FOMKHO COOTBETCTBOBATE BPEMEHN YASPXMBAHNS OCHOBHOTO NWKA NNTOhEHOHA
TMApOXnopyaa Ha XpoMaTorpamMmme CTaHAapTHOMO pacTeopa.
DeHnnaepuHns Gpomua (BIXKX)
Bpems ynepxvisanms 0CHOBHOTO MMKA HA XPOMATOFPaMME UCTILITYEMOTD pacTBOpa
AO/MKHO COOTBETCTBOBATL BPeMEHW YASPKMBAHNS OCHOBHOTO Nika (eHMMBEPUHISA
Gpomnaa Ha xpoMaTorpamme CraHgapTHOTO pacTeopa. CootaeTcTByeT
MocTopoHHue npumeck BOMXX 4 — METUNaMKUHOAHTUNMPVHE
He Gonee 1,0 %
He Gonee 1,0 % 0,2
Pacnagaemocts He 6onee 15 MuH
Eep.®. unu e Xlil
He Goree 15 MWH 3
OpHopogHocTs AosupoBaHns -MeTaMuzona HaTpus
Eep.®. unu I'd Xl cnocob 2
He Bonee 15,0 4,0
OpaHopoAHOCTE [403MPOBAHMA -nuTocheHoHa ruapoxropwa
EBp.®. unm I'd Xill cnoco6 1
He Bonee 15,0 2,2
OpHopoaHoCTL A03MpoBaHs -PeHnmBepmHUA Bpomua
Esp.®. unu F'd Xlit cnocob 1
He Bonee 15,0 55
Kormyects.onpepenerne Metamuaon Hatpus  TUTpUMETPHYECKUIE
Ot 475,0 no 525,0 mr
475,0 525,0 mr/T6n 481,2
Konuuecte.onpenen.Mutodberora ruapoxnopun BIXX
OT14,5005,5Mr
4,5 55 Mr/T6n 5.1
KonunuecTts.onpepen.®ernmsepuHus Gpomna (BOXX)
OT10,08 oo 0,12 mr
0,080 0,120 Mr/T6n 0,100
MukpoGuonoruyeckas wictota Egp.®@. unm I Xill, kateropna 3 A CooTBeTcTBYET
OBuee 4Mcno aapoBHLIX MAKPOOPraHUamMoB  He Gonee 103 KOE B 1 r
He Bonee 1000 KOE/r <10
ZP.SKK.088 /5.0 CTPAHMLUBI: 1 OT 2



B o T Tel: +381 16202000 -~ Zdraviie AD Leskovac
Fax: +381 16 254 125 Viajkova 199
=" info_operations@actavis.rs 16000 Leskovac
www.aclavis.rs Srbifa
c a VI S Reg. br: 07204817 PiB: 100330231
PRV, 127728720
CEKTOP KAYECTBA
CEPTUD®UKAT AHAITU3A
Matepuan 191717  CNA3MANIOH® Ta6nertkun 500/5/0,1 x 50
Cepwn : 1901278
NapameTphi TpebGoBaHua kayecTBa Pesynbrar
O6LLee UMCTo APOXOKEBLIX U NNecHeBkIX rpUGoBHe Gonee 102 KOE 8 1
He Gonee 100 KOE/r <10
Escherichia coli oTcytcTBMe B 11 CooteercrayeT
YnakoBka Mo 10 TabneTok B TpexcroiHoi MBX/MBL/MBX nneHke 1 amoMUHUEBo# thonbru.
5 BrMCTEPOB BMECTE C UHCTPYKLMEN MO MPUMEHEHMIO B KAPTOHHYHD MakKy. CooteeTcTBYEeT
XpaHeHue Mpu Temnepatype He Bbiwe 25°C. CooTBercTBYET
Cpok rogHocTH 2rona CooteercTByeT
OueHka PA3PELWIEHHO

- b r E e fe 2 f r . /A
TexHuuyecknit copaboTHUK J e/ Y Oara 49.92.19.

KeanuduumnposanHoe nuuo %(’W €24840US Aata (9 9L 7

( lvana Stamenkovic )
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