W

Actavis

Batch Release Certificate Ne 1695
Client: Teva RU
Importing Country: Russia

Client product name:

SEDALGIN-NEQ" tablets

Product name:

SEDALGIN-NEQ tablets

Paracetamol

Metamizole sodium

Caffeine

Phenobarbital

Cadeine phosphate heminidrate

Manuf. Batch Number:

077820

Client Batch Number

077820

Dosage form:

Tablets [] Capsules

Name of API supplier:

Paracetamol - ANQIU LU AN PHARMACEUTICAL CO . LTD
Metamizole sodium - HEBEJ JIHENG (GROUP) PHARMACY CO., LTD
Caffeine - SHANDONG XINHUA PHARMACEUTICAL CO., LTD
Phenobarbital - HARMAN FINOCHEM

Codeine phosphate heminidrate - SANOFI CHIMIE

Batch Number of
API/CEP Rev.:

Paracetamol 01D_1910304 / R1-CEP2000-124-Rev 07

Metamizole sodium 01D_1909835 / R1-CEP2001-356-Rev04

Caffeine 03D_19081098/ R1-CEP2003-027-Rev 03

Phenobarbital 01D_PBT/1819017 /R1-CEP-2003-017-Rev 03

Codeine phosphate heminidrate 01D_KR00011/R1-CEP 1997-118-Rev 09

Artwork reference
number/version:
PIL

AAAL4107-SEDN TEV 10-RU/L

Blister AAAK5509-SEDN TEV 10-RU/F
Box AAAK5508-SEDN TEV 10-RU/B
Manufacturing date: 02/2020 Expiry date: 02/2023
Package size: 1 blister x 10 Package Type: X Blister

[] Bottle
Quantity released: 58 884 packs MA/NDA/ANDA: M N 012928/01
Bulk production site: Balkanpharma Dupnitsa AD

3, Samokovsko Shosse Str.
Dupnitsa 2600, Bulgaria
MIA: BG/MIA-0152

Packaging site:

Balkanpharma Dupnitsa AD
3, Samokovsko Shosse Str.
Dupnitsa 2600, Bulgaria
MIA: BG/MIA-0152

Testing site: Balkanpharma Dupnitsa AD
3, Samokovsko Shosse Str.
Dupnitsa 2600, Bulgaria
MIA: BG/MIA-0152

Release site: Balkanpharma Dupnitsa AD

3, Samokovsko Shosse Str.
Dupnitsa 2600, Bulgaria
MIA: BG/MIA-0152

_Results of analysis:

CoA Ne 80

Comments:

Storage: Do not store above 25°C.




1. | hereby confirm that the above mentioned batch has been released to the market
by Balkanpharma Dupnitsa AD.

2. | hereby declare that the above information is authentic and accurate. This batch of
product has 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 Authorisation
of the importing country or product specification file for Investigational Medicinal
Products.

3. The batch processing, packaging and analysis records were reviewed and found to
be in compliance with GMP and Technical Agreement.

4. Were there any major and critical deviations from the manufacturing process stated
in the Technical Agreement concerning product quality or release:

X No [ Yes (see copy of deviation report)

i/
Date: / // 2y, /MW Signature: Z. Falina /ﬂ 4
QP
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T (+359) 701 58 477
F (+359) 70158 555

Balkanpharma Dupnitsa AD
3 Samokovsko Shasse Str.

[ ]
A I dupoperations@actavis.com Dupnitsa 2600, Bulgar
f VCtavk ls ww’:v.actavis.bg e
Ceptudukar kauyectsa Ne 80
(Certificate of quality)
Mpoayxr: CEAANLIMH-HEO® ra6netku - 10 - N1
(Product: SEDALGIN-NEO® tablets - 10 — N1) B ‘ )
Cepus Ne: 077820 | Pasmep cepuu: 58 884 yn. |
(Batch Ne:) — ) (Batch size:) ' T i
Dara usrotoenenus: | 02.2020 | OTrpyxeHo: 58 884 yn. ]
(Mfg. date:) (Loaded:)
Foaen po: 02.2023 | MecTo HasHaueHus Poccus
(Exp. date:) (Destination:) Russia
Moxazarenu Hopmbi PeaynbTar (Results)
(Tests) (Specifications)
1. Onucaxme Kpyrnble nnockue Tabnerku 6Genoro unm noyuTH Genoro
(Appearance) noyTh Genoro uBeTa, ¢ ABYCTOPOHHEIH COOTBETCTBYET
thackoi u pucKoii Ha OQHOM CTOpONE
(Round, flat tablets white or almost white colour, |(almost white)
with facet on both sides, scored on one side) {complies)
2. MoanunHoCTL Ha xpomarorpamme UCNbITYEMOro pacTBOpa |COOTBETCTRYOT
(Identification) AONKHLI HabNoAATECA NATL NATEH,
COOTBETCTBYIOUWME No 3HAUYSHUAM Rf 1
WHTEHCHMBHOCTH NATHAM Ha XpOMaTOrpamMMe
CTaHAAPTHLIX PacTEBOPOB
(In the chromatogram optaint_ad with test solution (complies)
must to have five spots identical by Rf-value and
intensity to the spots in the chromatogram
obtained with reference solutions)
3. PacnagaemocTb He Gonee 15 muH 8 MuH
(Disintegration) {NMT 15 min) (8 min)
4. CpegHana macca Tabnerkm u Or 617,5 no 682,5 mr 647,0 Mr
OAHOPOAHOCTL MacChl OaHOPOAHOCTL NO Macce COOTBETCTRYET
(Average mass and uniformity of mass) ana 18/20 + 5%
ansa 2/20 + 10%
(From 617.5 to 682.5 mg) g;glgs%)
(Uniformity of mass)
for 18/20+ 5 %
for 2/20 + 10 %
5. PacTeopenue napauetamMona He menee 70 % (Q) 3a 45 MuH X =99%
(Dissolution of paracetamol ) (NLT 70 % (Q) for 45 min
6. PacteopeHue thenoGapGurana He menee 70 % (Q) 3a 45 mun X =100%
(Dissolution of phenobarbital) (NLT 70 % (Q) for 45 min
7. Cogepxanue 4-amuHogeHona He 6onee 0,1 % 0,0%
(Content of 4-aminophenol) {NMT 0.1 %)
8. PoacTBenHble npuMmecy MeTaMu3ona
HaTpuA
(Related substances of metamizole sodium)
= 4-MeTunaMmHio-1,5-aumeTun-2-¢heHnn-1,2-
AUrHApo-3H-nnpa3son-3-oH (4-MAA) He Gonee 1,5 % 0,2 % (0,205 %)

(4-methylamino-1,5-dimethyl -2-phenyl-1,2-
dihydro-3H-pyrazol-3-one (4-MAA))

(NMT 1.5 %)
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m T (+350) 70158 477 Balkanpharma Dupnitsa AD

fr t S (+359) Z_cn 58@ 55c5t | BpiamOkDVSkD Shosse Str.
1Y; upcperations@actavis.com nitsa 2600, Bulgaria
Actay IS wwsv.actavis.bg ’
MNMoxazatenu Hopust Pesynbrar (Resulis)
{Tests) (Specifications)
9. OAHOPOAHOCTL AO3IKPOBAHUS:
{Uniformity of content)
- Nnapaueramona AV £ 15,0 Av=18
(paracetamol)
- METAMM3ON HaTPus AV<15,0 AV=4,2
(metamizole sodium)
- kopeuna docdara remuruapara AV £ 15,0 AvV=33
(codeine phosphate hemihydrate)
- theHoGapbuTana AV<15,0 AVv=29
{phenobarbital)
- kotheuna AV £ 16,0 AV=29
(caffeine)
10. MuxpoGuonoruyeckas ymMcrora* EBp. ® unu I'® Xlll, Kateropua 3A He NpoBOAUTCA
(Microbiological quality)* (Ph. Eur. or Russian Ph. XNli,Category 3A) (n/a)
- O6uiee ¥HCNO a3POGHLIX - He 6onee 10° KOE/r
MMKPOOPraHnamoB (NMT 10° CFU/g)
(Total count of viable microorganisms (TAMC))
- O6uwee uncno apoXokeBbix M nnecHesuIX |- He Gonee 10°KOE/r
rpuGos (NMT 10° CFU/g)
(Total count yeast and moulds (TYMC))
- Escherichia coli OvcyrcrBue B 11
(Absent in 1 g)
11. KonuyecTereHHOe onpeaeneHue:
(Assay)
- Napateramona Ot 285,0 no 315,0 mr 2994 mr
{paracetamol) (From 285.0 to 315.0 mg) (299,4 mg)
- METAMU3ON HaTPKA Ot 142,5 po 157,5 mr 146,2 mr
(metamizole sodium) (From 142.5 to 157.5 mg) (146,2 mg)
- KoheuHa Ot 45,0 8o 55,0 mr 50,1 mr
(caffeine) (From 45.0 to 55.0 mg) (50,1 mg)
- (henoGapbuTana Ot 13,50 0 16,50 Mr 14,97 mr
(phenobarbital) (From 13.50 to 16.50 mg) g;,m mg)
- kogeuna hochaTa remurnapara Or 9,0 no 11,0 mr (5 6'")
(codeine phosphate hemihydrate) (From 9.0 to 11.0 mg) o ma
12 YnakoBka Mo 10 Tabnetok B Gnucrep us NBX/An.Mo1 | cooreercrayer
(Package) Onucrepy Bmecre ¢ MHCTPYKLMeSt Mo
| APUMEHeNHIO NOMEeLIAT B MTaUKe KAPTOHHOM | )
‘ C KOHTPONEeM NepPBOTO BCKPLITUS. (complies)
(10 tablets B PVC / Al blister. 1 blister with Patient
Information Leaflet in a carton with tamper
. | evident) ) | |
|13 Mapkuposxa ' B cootBeTcTEuN ¢ H] Mﬂ -
(Labeling ) (IncompliancewithND) | (complies) ]

*“He NnpoBOAWTCS PYTHHHO, & TONLKO KAKAOHK QECATON CEOPUN.
("Not a routine test. It is carried out on every tenth batch.)

Mpenapat cooTBeTCTRYET TPEGOBaHMAM : 8, u3m. Ne1- 2 Poccus.
(The product meets the requirements of the N !

A Stollkova . ,
ﬂo.qromaneuo:.......ﬁ:..A..............BX?...7 Dara: g4 ﬂ(/- «720"20

do A

(Prepared by) (Date)
YNnoriHoMoLeHHoS IMLo:....... Z. Falina | Dara; OX/0 Y/ AE A7
(QP) (Date)

Page. 2 of 2



