NEKJIAPALIMSI O COOTBETCTBHUN

JEKJAPAHT, PHHUMAIOUIMHA JEKJIAPALIAIO O COOTBETCTBHH

000 "Tesa"

Caedenua 0 pecucmpayuu Op2anu3ayuu; Meoicpationnas uncnexius dedepanbnoil ano20601i ciryichbl Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739033024, dama npuceoenus OI'PH 01.08.2002.

Adpec: 115054, 2. Mocksa, yn. Barosas, 0. 35. Tenegpon: 8 (495) 644-22-34.

B nuye: Ieneparsozo oupexmopa Opux Powe

[osepennoe auyo. Maxcumosa J1.A., dosepennocms T-932 om 1 4.04.2019

3AABJIET, UTO
nexapemsennoe cpedemeo: Cedanvaun Inioc, mabremxu 10 wim., ynaxosku A4eLKo8ble KOHMypPHblE (2), nauku

xapmonnote, PY Ne I1 NO127 76/01 om 11.11.2008 (dama samenvr PY 10.11.2017), cepus 244519, napmus
29453 ynakogox, 200en 0o 01.07.2021, npouseodcmea bankangapma - Jynnuya AL, Boneapus, 2600 dynwuya,
ya. Camokogckoe uocce, 9. 3. koo OKIL2 21.20.10.232, koo TH B2 3004490009, konmpakm Ne 71 om
01.09.2016, uneoiic Ne 2520021578 om 16.10.2019

COOTBETCTBYET TPEEOBAHHWSM

11 N012776/01-101117

JEKJIAPALIMSA NPUHATA HA OCHOBAHHH

npomoxon ucnvimanti Ne 8945 om 28.10.2019 ®XJT 000 "TH "Henvma", ammecmam akkpeoumayuu
RA.RU.21HP36, Cepmugpuxam POCC BG.@MI35. 88992 om 29.10.2019

—
——

JATA IIPHHATHS JNEKJIAPALIAH 31.10.2019

T e -
TEKIAPATHSUE \SJTBHTEJ[I:HA JIO 01.07.2021

/}5 = Maxcumosa JLA.
TIO/UHCh ©.H1.0

CBEJEHMS O PETUCTPALIHIA

OPIr'AH IO CEPTHU®HKALIHUH, 3APEFMCTPHPOBABLUIMI JEKJIAPALIMIO

POCC RU.0001.11®M15 OPTAH 110 CEPTHOHKALIHHA TTPOAYKLIHH OBLIJECTBO C
OIPAHHYEHHOM OTBETCTBEHHOCTBIO "OKPYKHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. 1, xam. 1., adpec opzaHa no
cepmucpuxayuu: 143581, Mockosckas obracme, Hempuickudi pation, Oep. Jlewixoso, 0. 248, cmp. 1, men..
(495)640-96-69, (495) 787-92-78 seb-catim: OyKK.pep.

TEKJAPALIMS O COOTBETCTBHM 3APET'CTPH POBAHA A POCC RU J-BG. @M1 5.4.26480/19
JIATA PEFHCTPALUM 31.10.2019

4
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Jlorotun

Ceprndurar seinycka cepun Ne 4192

3akazuuk Akrtasuc PY

Crpana HasHaucHHA Poccns

Hassanme npenapara (pycckoe) Cepamerun® ITmoc Tabnetikn

MeskIyHapoTHOE Ha3BaHWE Mperapara BeHansrun TabneTkn

Homep Npou3BoACTBEHHON cepru 244519

Homep cepii 3aKa3zuuka 244519

JlekapcTBeHHas (popma Tabnetku

JHara nponssoacrea 07.2019

CpoK rosHOCTH 07.2021

Pasmep ynakoeky 2 6nucrepa x 10

Tun ynakosxu onucrep

KomuHecTBo NOCTaB/IsEMBIX YTTAKOBOK 29 453

PeructpamioHHoe y10CcTOBEpeHHE TIN012776/01

TlpoussoauTens WH-Ganka bankandapma-J{ymavua AL yn. Camoxosekoe wocce 3, Jymauua 2600,
Bonrapuna
MIA: BG/MIA-0110

VYrakosumk banxandapma-Tynnnua ALl yn. Camokosckoe tocce 3, Jynuua 2600,
Bonrapus
MIA: BG/MIA-0110

MecTo npopesennsa aHann3a bankandapma-Tynunua AJl yn. Camoxosckoe wocce 3, JynHuua 2600,
Bonrapns
MIA: BG/MIA-0110

CaliT BBIMYCKAIOLIETO KOHTPOIA Ka4ecTBa Bankandiapma-Jlynuuna AJ{ yn. Camokosckoe wocce 3, Tynuuua 2600,
Bonrapus
MIA: BG/MIA-0110

Pesynerarte! ananmisa Ceprudukar anamia Ne 216

KommenTapuu: VYenosus xpanenus:eM HJLL

1. HactosumimM MoaTBEpIKIaeM, MTO BLILIEYKa3amias cepis, Obia BLIMYmeHa Ui MpoAdkH Ha puiHok bamkandapma-ymruma AJL .

2. HacrosimumM 3ageniseM, 4TO BEILIeYKadaHHas HHOpMalus SBIseTes MoAMWHHOM W TouHoIt. DTa cepus Gbina npousseeHa, BRITIOYA
YTIAKOBKY W KOHTPOJTh KAHECTBA Ha YKa3aHHOM BhIMIE caiiTe, B TONTHOM cooTseTcTBUH ¢ TpeGosanuamu GMP u cnetmdimkainnr,

3. 3amick NPOM3BOJCTBEHHOTO 1POLlecca Cepyy (BKIOHAA YIIAKOBKY M KOHTPOJIL KavecTa) GblIH pacCMOTPEHb] H MPH3HAHLL B
cootseTcTBHH TpeboBanHaM GMP 1 TexHuveckHM cretmdukatmam.

4. Buun i kakue-nubo CYLWECTBCHHBIC OTKIIOHEHHA OT HPUHSBOJ:LCTBCHHUI‘O npoueccca, YKasaHHOr0 B TEXHHYECKOM COTNIAlICHHH B
OTHOLIEHHH KauecTBa MpOIYKIIWH HITH BRITTYCKa

——

Her JHa (Cm koMo 0THETa OTKIIOHEHHA / Mepenicka)

YrnomHoModeHHOE (UTB&TCTBCHHDC) JIMII0 KOHTPOIA Kadccrea:

A, IllaBapcka
Jara:19.08.2019
TToanucs IMoanunce
TMeyars

Digitally signed by Olga Parkhomenko

O I g a DN: dc=Corp, dc=Teva, ou=Global,

ou=Clients, ou=RU, ou=MOS, ou=USR,

[Tepeson BepeH

cn=0lga Parkhomenko,

P kh k il=Olga.Parkh ko@actavis.
arknomenko e res




Actavis

T (+359) 70158 477
F (+359) 701 58 555
dupoperations@actavis.com

Balkanpharma Dupnitsa AD
3 Samokovsko Shosse Str.
Dupnitsa 26c0, Bulgaria

www.actavis.ng

Ceptudoukar kavectsa Ne 216

(Certificate of quality)

MpoaykT: CeganbrH nyitoc, TabneTtku x 20
(Product: Sedalgin plus tablets x 20)

cheppULMaHAa B LENOYHOK cpefe
(Reaction with solution of potassium

HaBGnoaaTeLeA cUHAA hnyopecueHUna
(A blue fluorescence should be obtain)

Cepus Ne: 244519 Pasmep cepum: 29 453 yn.
(Batch Ne:) (Batch size:)
DNata uarotosnenus: | 07.2019 OTtrpyxeHo: 29 453 yn.
(Mfg.date:) (Loaded:)
Cpok rogHocTH: 07.2021 MecTo HaszHavYeHUn Poccus
(Exp.date:) Destination:) Russia
Mokasatenu Hopmsli PesynbTar)
. (Tests) (Specifications) (Results)
1. Onucanue Kpyrnble nnockue tabnerku 6enoro unu nouytH | noyrw Benoro
(Appearance) Genoro usera, ¢ ABYcTpaHHend (Packod U PUCKOW | COOTBETCTBYeT
Ha OHOW CTOPOHbI (almost white)
(Round, flat tablets with white to almost white colour, | (complies)
with facet on both sides and scored on one side)
2. MognuHHOCTL
(Identification)
MeTamuzona HaTpuA
(Metamizole Sodium)
- Peakuus ¢ Bogopoga - [omxHO nNOSBUTLCH CHHee OKpalwuBaHWe, | COOTBETCTBYET
NepoKcUaoM KoTopoe GbICTPO Mcue3aeT, a yepe3s Heckonkko | (complies)
{Reaction with hydrogen peroxide) MUHYT NepexoAuT B WHTEHCUBHOE KpacHoe
OKpawuBaHue
(A blue colouring should appear, which disappears
fast and after few minutes transforms to red coloring)
- Peakuun c pacTBopom - [omkHO nNOABWTBLCA WHTEHCUBHOE MXenToe | COOTBETCTBYeT
AuMeTMnamMuHoGeHsanbaernaa OKpalWMBaHWe, KOTOpoe He ucuesaeT npu | (complies)
(Reaction with solution of p- npGaBneHun 5 mn BoAbI.
dimethylamincbenzaldehide) (An intensive yellow colouring should appear, which
does not disappear in addition of 5 ml water)
KodpeuH
(Caffeine)
- Peakums ¢ aMMUaKoM BOAHbLIM - [loyXHO NOABKUTLCA NypnypHO-KpacHoe COOTBETCTBYET
(Reaction with ammonium hydroxide) | okpawmnsanue (complies)
(A violet-red colouring should be appear)
TuamuHa rugpoxnopuaa
{Thiamine hydrochloride)
- Peakuun c pacTBOPOM Kanus - MNpu Habnwopeduu B YOD-cBeTe [OMKHA Fo%or;\r;?;sc)my“

Ctp. 1073
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Actavis

T (+359) 70158 477

F (+359) 70158 555
dupoperations@actavis.com

Balkanpharma Dupnitsa AD
3 Samokovsko Shosse Str,
Dupnitsa 2600, Bulgaria

www.actavis.bg

Mokasatenwu Hopmbli PesyniTar)
(Tests) (Specifications) (Results)
ferricyanide in base medium) LomkeH oBpazosatben Genbii 0cagok COOTBETCTBYeT
- Peakuun ¢ pactBopoM cepebpa (A white precipitate should appear) (complies)
HUTpaTa B KUCIOW cpene
(Reaction with sclution of silver
nitrate in acid medium)
MeTtamusona HaTtpusa, KodenHa u Ha xpomarorpaMme MWCnbITyeMoro pacTtBopa | COOTBETCTBYeT
TuamuHa ruapoxnopuaa DOMKHEI HaBnogaTeca PH nAaTHa, | (complies)
(TCX) COOTBETCTBYIOLHE no NOJIOXKEHUID u
(Metamizole Sodium, Caffeine and | uHTeHcMBHOCTM  OKpPawWMBaHMA NATHaM  Ha
Thiamine hydrochloride (TLC)) XpomaTtorpammax COOTBETCTBYIOWHX
CTaHOapTHbIX pacTBOPOB
(The three spots should observe in the
chromatogram obtained with the test solution is
similar in location and intensity of the color in the
chromatograms obtained with the corresponding
reference solutions.)
3. CpepHns macca TabneTok u Ot 636,5 no 703,5 mr 668,1 mr
OAQHOPOAHOCTL NO Macce 18/20+5% COOTBETCTRYET
(Average mass and uniformity of 2/20+10 % (668,1 mg)
mass) (From 636.5 to 703.5 mg) (complies)
18/20+£ 5 %
22010 %
4. PacTBOpeHue
(Dissolution)
-KothenHa He meHee 75 % (Q) 3a 45 MuH
(caffeine) (NLT 75 % (Q) for 45 min ) X=101%
-THaMuWHa ruapoxnopuaa He meHee 75 % (Q) 3a 45 MuH = 4
(thiamine hydrochloride) (NLT 75 % (Q) for 45 min) X =100%
5, PoacTBeHHbIE NPUMECH
(Related substances)
-Mpumecs C
(4-MeTMNaMHUHOAHTUNHUPUH) He Gonee 1,0 % 0,2 % (0,228 %)
(- Impurity C (NMT 1.0 %)
(4-methylaminoantipyrine))
- EquHnMyHan
HeuaeHTuHUMpOBaHHan npuMecb | He Gonee 0,2 % meHee 0,025 %
(-Single unidentified impurity) (NMT 0.2 %) (0,003 %)
(under 0,025 %
(0,003 %))
- Cymma HemaeHTuthmymposaHHbix | He Gonee 0,5 % meHee 0,5 %
npumecen (NMT 0.5 %) {(under 0,5 %)
(-Total unidentified impurities)
6. OQHOPOAHOCTL AO3UPOBAHUA
(Uniformity of dosage units)
-METaM130Ma HaTpPHA AV s15,0 AV=11
(MeToa Bapuauumu Macc)
(metamizole Sodium (Mass Variation)
-KogpenHa (BIKX) AV <S150 AV=40
(caffeine (HPLC))
-THaMKuHa rMapoxnopuaa (BIXX) AV <150 AV=27

(thiamine hydrochloride (HPLC))

Cmp.2013
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MNokaszarenu Hopmbi PesynbTar)
(Tests) (Specifications) (Results)

7. Mukpobuonoruyeckas yuctota' | EBp. @, wnun I® Xlil, Kateropun 3 A COOTBETCTBYET
(Microbiology‘) (Ph.Eur. or Russian Ph. XlII, Category 3 A) (complies)
8. KonuyecTBeHHOe onpeaenetune:
(Assay)
-MeTaMHU30na HaTpKHA OT1475,0 po 525,0 mr 4921 mr
(metamizole sodium) (From 475.0 to 525.0 mg) (492,1 mg)
-kohenHa OT146,3 po 52,5 mr 50,4 mr
(caffeine) (From 46.3 to 52.5 mg) (50,4 mg)
-TMaMWHa rmapoxsopuaa Ot 35,8 no 40,7 mr 38,3 mr
(thiamine hydrochloride) {(From 35.8 to 40.7 mg) (38,3 mg)

"He NpoBOAATCA PYTHHHO. AHASTM3UPYIOT KAKAYIO ACCATYIO CEpUio.
(' Not a routine test. It is caried out on every tenth batch.)

MpopykT cooTaeTcTByeT TpeboBaHuamM HATI NO1
(The product meets the requirements of the ND I/

(@QP)

NO1277

f

6/01-101117 - Poccusa.
/01-101117 - Russia.)

il

fata: 19 {y. u,(jC,’CS

(Date)
fara: /4 [ U8/ /Zﬁ'/’/j
{Date)

Crmp. 3073



