JEKJIAPAIIMS O COOTBETCTBHH

JEKJAPAHT, MPUHUMAIOUIMHA JEK/TAPAIIIO O COOTBETCTBHH

000 "Tesa"

Ceedenus o pezucmpayuu opzanusayuu: Meyxcpaiionnan uncnexius Pedeparvoli Hano2o6oi ciyscovl Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739033024, oama npucevenus OF'PH 01.08.2002.

Aopec: 115054, 2. Mocksa, yn. Barosas, 0. 35. Teneghon: & (495) 644-22-34.

B nuye: enepansrozo dupexmopa Spux Powe

Josepennoe nunyo: Makcumosa JLA., dosepennocme T-932 om 14.04.2019

3AABJMET, UTO

nexkapemsennoe cpedcmso: Cnazmanzon, matnemiu 10 wim., ynaxoexku aueiikogsie Koumypible (5), nauku
kapmonnvie, PY Ne I1 N013079/01 om 05.12.2011 (dama savenst PY 09.04.2018) svidano Barkanpapma-
[ynuuya AL, cepust 1909824, napmus 11700 ynakogok, zo0en do 01.09.2021, npoussoocmea AQ X3
"Iopasne", Ceptus, Braiixosa 199,16000 Jleckosay, koo OKIIA2 21.20.10.232, kod TH B3/ 3004900002,
xorwmpaxm Ne 72 om 31.08.2016, unsoiic Ne 90039721 om 27.09.2019

COOTBETCTBYET TPEEOBAHHUAM
11 N013079/01-090418

JEKJAPALIUA ITPUHATA HA OCHOBAHUH
npomoxon ucnoimanuii Ne 45392 om 14.10.2019 Jla6opamopueni yenmp OO0 "LUKK OHL", ammecmam

axkpedumayuu POCC RU.0001.21PK75, Cepmudpuxam POCC RS.®M15.C87664 om 15.10.2019

JIATA TIPUHSITHSA JTEKJIAPALIUH 16.10.2019
gmﬁl‘t&%ﬁﬁﬂ JIENCTBUTEJBHA JIO 01.09.2021
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N e CBEJIEHMS O PETUCTPAIINM

OPTAH IO CEPTHO®UKALIMH, 3APETMCTPUPOBABLUIMH JEKJIAPALIMIO

POCC RU.0001.11®M15 OPTAH 10 CEPTH®HKALMH ITPOAYKLHH OBLIECTBO C
OIPAHUYEHHOH OTBETCTBEHHOCThIO "OKPY;KHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yr. Macmepkosa, 0. 4, am. 5, nom. I, kom. 1., adpec opzana no
cepmucpuxayuu: 143581, Mockosckas obnacme, Hempunckuii pation, dep. Jlewukoso, 0. 248, cmp. I, mex.:

(495)640-96-69, (495)787-92-78 seb-caiim: oykk.p.
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Form U AZDRQXL

Number/Version:

| Document name:

Dosage Form

Pack size and type *

ZP.SKK.254/2.0 - 4
Batch Release Certificate
Prepared hy: Date: Rewened/Approved by: Date- | Ref.doc.:
Potpis: M) puspeni o 1511 (¢ | POIDST (st AT HHLE | SOP.SKK.KP0O1
(ssued by:/Effactive from: 7 é. / ¢ Date Invalidated by: !fj ,‘ rr-: Date: Document change control:
Potpis: ‘”’ f_xﬂ?\ o /A/ fe /7 % | Potpis: 55826
' Name of P of Product Spasmalgon®
L Strength / Potency 500/5.0/0,1mg g
Tablets E

" 5x10 blister , 11.700 pcs |

Country

Russia

PN013079/01, PN013079/01-090418

1909824 / 1908754

Authorization number

Compliance

Date of | f Manufacturing - 09.2019.
Date of Packaging ) 08.09.19.
Expiry date B 09.2021.
AP| Manufacturing site: Metamizole Sodium
Name ISHANDONG XINHUA PHARMACEUTICAL
CO. LTD.
Address

Manufacturing sites:
14 Dongyi Road, Zhangdian District

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:
Name
Address

71 Authorization number

GMP Compliance

API Manufacturing site:

| 71 Name

1 Address

1 Authorization number

GMP Compliance

Eudra GMP reference number or certificate of

Pitofenone Hydrochlorlde

R L FINE CHEMManufacturing site:

No. 15, Karnataka Housing Board

Industrial Area, Yelahanka
Bangalore 560 064, India

7 Eudra GMP reference number or certificate of

Fenpiverinium Bromide

R L FINE CHEMManufacturing site:

No. 15, Karnataka Housing Board

industrial Area, Yelahanka
Bangalore 560 064, India

Bulk Manufacturing site :
1 Name

Address
Authorization number

il = ol

Comphance

Eudra GMP reference number or certificate of GMP

PCI Zdravlje AD,
Viajkova 199 ,16000 Leskovac , Serbia
515-04-04216/2019-11

MT/022HM/2019

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

ZP.SKK.254/2.0 \ Batch Release Certificate

| Packaging site - ~~ T [PCi Zdravije AD,

-1 Hame 1VIajkova 109 .16000 Leskovac, Serbia
| 71 Address |
| 7 Authorization number 515-04-04216/2019-11

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

Compliance
| Testing site o = = . o '
= Name :PCI Zdravlje AD,
1 Address Viajkova 199 ,16000 Leskovac, Serbia
71 Authorization number |
B . 515-04-04216/2019-11
| Eudra GMP reference number or certificate of GMP
Compliance ’ MT/022HM/2019
Batch release site: -]
~ Nafite PCI Zdravije AD,
Address Viajkova 199 ,16000 Leskovac, Serbia
T« Authorization number 515-04-04216/2019-11
e Eudra GMP reference number or certificate of
GMP Compliance MT/022HM/2019
" Reference of Certificate of analysis " Refer to a separate CoA which must be dated,

isigned and attached to this certificate

" Artwork reference number / version \

¢ PIL Pil AAAK5465
Label Label n/a
" B Blisterffoil  AAAG7466
Box AAAJ4189

« Box |

Finished product Storage conditions “'Store 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

..... Tatjana Miljkovic ,QP

the batch release
wSignature of person authorizing the batch 1 F-;-’f*f{ﬁ P }
| release 7 | [\t pota 5O
| Date of signature I R N1 - F—

Copying of blank form is allowed Page 2 OQI




Actavis

CEKTOP KAYECTBA

Tel: +381 16 202 000

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

Reg. br: 07204817

CEPTUOUKAT AHAITU3A

Zdravlje AD Leskavac
Viajkova 199

16000 Leskovac
Srbija

PIB: 100330231
PDV: 127728720

Marepuan 191717 CNA3MAJIOH® TabneTtkun 500/5/0,1 x 50
Cepus : 1909824
PbiHok : Poccuickan ®enepaumsn Konuuyecrso/Ho.ynak.  :11.700 WT
Ho.npegnucanusa ans uccrnenoBaHuna : P.85315 [ara npouasoncTea : 09/2019.
Hara aHanuaa :20.09.19. Cpok rogHocTH 1 09/2021.
MapameTpbl TpebGoBaHma KavecTsa PesynbTar
OnucaHwe Kpyrnele, nnockvwe TabneTtku ¢ hackol 1 ¢ PUCKol ¢ ogHo cTopoHor, benoro
WK noyTy Bencro useTa. CooTteeTcrayer
MoanuHHOCTS | MeTamiuson HaTpuA (YO—CnekTpomoToMeTpus)
YNneTpadroneTossIi CNEKTp NOrNOLWEHWS pacTeopa npenapara e odnacty ot 230
A0 300 HM AOMKEH MMETb MAKCHIMYM NOTMOWEHUA NPK ANUHE BONHLI (257 £ 2)
HM. CooTeeTcrayeT
MoanuxxocTe |l Murodrerona rmapoxnopug, (BIXHX)
Bpems yaepKusanna DCHOBHOTO NUKa HAa XPOMAETOrpamMme UCNLITYEMoro pactaopa
[OMKHO COOTBETCTBOBATL BPEMEHW YAEPKVBAHUA OCHOBHOIO NWKa NUTOGEHOHA
rMAPOXIIOPKAE Ha XPoOMaTorpamMme CTaHaapTHOro pacrsopa.
Bennueepurus Bpomua (B3XX)
Bpema ygepuBaHuA OCHOBHOTO NUKa H3 XPOMaTOrpammMe MCrbITyeMoro pacTeopa
[OMKHO COOTBETCTEORBATL BPEMEHW YAEPKVBAHWS OCHOBHOIO NiKa (eHNMBEPNHAIA
fpoMuaa Ha XpoMaTarpaMmme CTaHAapTHOro PpacTBopa. CooTBetcTeyer
PopcreeHHbie npumeck BIAKX 4 — METUNAMUHOAHTVNUPUHE
He Gonee 1,0 %
1,0 % 0,2
Pacnapaemoctb He 6onee 15 MuH
Eep.®. vnu Mo Xl
15 MUH 3
OOHOPOAHOCTE 403MPOBAHWS -METaMW30Na HaTpus
AV He Bonee 15,0
Esp.®. vinu '@ XIll cnoco6 2
15,0 4,2
OnHOPOAHOCTE NO3UPOBAHWUA -nuTodheHoHa rmapoxnopua,
AV He Bonee 15,0
Esp.@®. unm I Xlil cnocob 1
16,0 4.1
OQHOpPOAKOCTE A03MPOBAHUA -thernusepuHua Gpomua
AV He Bonee 15,0
Eep.®. vnm I® Xliil cnocob 1
15,0 2,3
KonuuecTa.onpeneneHie MeTamMuaon Hatpua  TUTPUMETPUYECKWHA
Or 475,0 no 525,0 mr
475,0 525,0 Mr/T6n 486,1
Konuyects.onpegen.Mutoctherora ruapoxnopuaB3XKX
Ot 4,5005,5 mr
4.5 55 Mr/Tén 5,0
Konuuecre.onpeaen.deqnuaepukuns Gpomng  BOXX
010,08 no 0,12 mr
0,12 mr/Ton 0,10
MukpoBronoriyeckan YneToTa Esp.®. nnn I Xlll, kateropna 3 A CootseTcTByeT

ZP.SKK.088 /5.0

CTPAHUL{bI: 1 OT 2



Actavis

CEKTOP KAYECTBA

“Tel: +381 16 202 000

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

Reg. br: 07204817

Zdravlje AD Leskovac
Viajkova 199

16000 Leskovac
Srbija

PIB: 100330231
PDV: 127728720

CEPTUOUKAT AHAJTTU3A
Marepuan 191717  CNA3MANIOH® tabnetkun 500/5/0,1 x 50
Cepusn : 1909824
MapameTpbl TpeGoBaHUA KavecTea PesynbTar
O6Lee yucno aspobHelX MUKpoopraHuamos  He Gonee 103 KOE s 11
He Gonee 1000 KOE/r <10
ObLee 41erno ApOXoKeBsIX U NNnecHeBwIx rpubosHe Gonee 102KOEB 1T
He Gonee 100 KOE/r <10
Escherichia coli oTCYTCTBUE B 11 CooTeetcTBYeT
Ynaxkoska MO 10 Ta6nerox B BnucTep 1a TpexcnonHon NBX/NBAX/NBX nneHkn v
ankMUHUEBOR HONBLIU.
5 BAMCTEPOE BMECTE C MHCTPYKUWEN NO NPUMEHEHWIO B KAPTOHHYIO NavKy. CocTeeTcTRYET
XpaHeHue Mpu Temneparype He Beiwe 25°C. CooTBeTcTRYeT
CpoK rofiHOCTI 2ropa CooTseTcTBYET
QueHka PA3PELLEHHO P
s p /!

TexHHU4YecKHUin copaboTHHK

KeannduunpoBaHHoe nuyo

( Tatjana Miljkovic )
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