AEKJIAPAIIUA O COOTBETCTBHHA

|
'
| ' JEKJTAPART, IPHHHMAFIOUIHII TEKTAPALIMIO O COOTBETCTBHY
000 "Tesa"

Ceedenus o peaucmpayuu opearsauu: Mexcpationrias uncnexyus Dedeparvuoi na102060i cayaichvl Ne 46 no
|| 2 Mocxse 01.01.2008, OFPH 1027 739033024, dama npuceoenus OFPH 01.08.2002.
| | Adpec: 115054, 2. Mockea, ya. Batosan, 0. 35. Teneqpon: 8 (495) 644-22-34.
| | B.awye: leneparshozo dupexmopa Ipur Powe

|| dosepennoe auyo. Makcumosa J1.A., dosepensocme T-846 om 23.10 2018

| 3ASIBJIET, ¥MTO

| Jexapemeennoe cpedcmeo: Cedarsaun [lnioc madnemsu 10 wim., ynaxoexu ayetikossie Koumypuwie (2}, nauku

i xapmonnvie, PY Ne [T N012776/01 om 11.11.2008 (0ama samens: PY 10.11.2017), cepus 009119, napmus 29162
l vnaxosox, 20der do 01.01.2021, npowssodcmea Barkangpapma - Jynnaya AJl, Boreapus, va. Camoxoscxoe

| wocce 3, 2600 2. Qynuuya xod OKITA2 21.20.10.232, koo TH B3/ 3004490009, konmpaxm Ne 71 om

] 01.09.2016, unsoiic Ne 2520014294 om 05.03.2019

| COOTBETCTBYET TPEBOBAHHSAM

HINOI2776/01-101117

AEKJIAPALIMSA ITPHHATA HA OCHOBAHMU
| npomoxkon ucneimanui Ne 14181 om 21.03. 2019 Jladopamopruiii yeump OO0 “LKK OHLL". ammecman
axkpedumarquu POCC RU.0001.21PK75, Cepmugpuxam POCC BG.®MI5.C75120 om 21.03.2019

| IATA NPUHATHS JEKJTAPALIAHM 2/.03.2019
| AEKJAPALMSUABACTBUTENBHA 40 01.0/.2021
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. OPTAH MO CEPTHOHKALNH, 3APETHCTPUPOBABLIHI JEKJIAARMEO " 500,
- POCC RU.0001. 11DM15 OPIAH 110 CEPTHOHKALIMH ITPOIYKUMH OB EGTRO  Here |-
| OrPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH LIEHTP KOHTFOAg KAGECT#gw /< |
| adpec opzanuzayuu: 115280, 2 Mockea, ya. Macmeprosa, 0. 4, am. 5, nam. I, hm . adpec opew:d;fh‘x
| cepmudpuxayuu: 143581, Mockosckan obracme, Hempuneruit paiion, dep. Jlewkose. #8, emp Limen.:
(495)640-96-69, (495)787-92-78 eb-caiim: oyrK.peh. Sl
AEKTIAPALIHSA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-BG.®DMI15.4.11904/19
JATA Psrmauuy 21.03.2019
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CUCTEMA CEPTU®ITRAIIHHK TOCT P
GEIEPATBHOE ATEHTCTBO 110 TEXHHYECKOMY PEIYIMPOBAHMIO H METPOIONUH

l
|
|

CEPTUOUKAT COOTBETCTBUS

Ne POCC BG.oM15.C75120

Cpok peficTumns ¢ 21.03.2019 o
Ne

OPTAH 10 CEPTHOUKKALMK
POCC RU.0001110M15 OPTAH 110 CEPTHOHKALIH ITPOIYKUHH OBLUECTBO C OI PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPYXHOMH LUEHTP KOHTPOIH KAYECTBA", adpec opeanusaruu: 115280, 2 Mocxea,
ya. Macmepxosa, 6. 4, sm. 5. now. I, kam. 1., adpec opzana no cepmuduxayuu: 143581, Mockosckas odn.,
Hempuncxuii pation, dep. Jlewxoso, 9. 248, cmp. 1. mea : (495)640-96-69, (495)787-92-78

J}}&?Ay}ﬁw c%edcmo: Cedaaveun [Tmoc, mabnemxu 10 wm.. ynakogsu R4enkossie

p KUAOKOM-ZOM

KormypHote (2), naYKku KapmonHsie, - Ny

PY Ne [T NO12776/01 om 11.11.2008 (dama samenw: PY 10.11.2017). glfllﬁcia?,gi) s

cepun 009119, napmus 29162 ynaxosox, 200en do 01.01.2021, S

xonmpaxm Ne 71 om 01.09.2016, uneotic Ne 2520014294 6m 05.03.2019

CQOTBETCTBYET TPEBCBAHVIZ™ T HOPMATUMBHBIX AOKYMEHTOB

N N0I2776/01-10117 xoa TH BIA
3004490009
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___Batch Release Cartlﬁcate Ne 536

C'I"i-eh-t_u Actav:s RU o o
_Importing Country: " Russia o N S e oy

_Client product name: ' SEDALGIN PLUS tablets [

~Product ct name: | BENALGIN tablets L B

Manuf. Batch Number: | 009119 i
7Cﬂem Batch ent Batch Number 009119 ) o
_Dosage form: & Tablets O Capsules

Name of APl supplier:

Met. Na - SHANDONG XINHUA PHARMACEUTICAL CQ., LTD.
- Caffeine - SHANDONG XINHUA PHARMACEUTICAL CO., LTD.

| Thiamine hydrochloride - DSM NUTRITIONAL PRODUCTS LTD.

Batch Number of API/CEP | ' 01D_18056568 and 01D_1805656 / R1-CEP2001-356-Rev04;
Rev.: - 03D_17091562 / R1-CEP2003-027-Rev 03;
—eo 01D UQBO4DZZD4!R1-CEP 1998-131-Rev 03 S
_ Manufacturing date: _ 012019 Expiry date: 1012021 S
[ Packagc Type: H Blister
| Package size: 2 biisters x 10 O Bottle o
- Quantity released: 129162 packs MNNDNAHDA nNo12776/01
Bulk production site: | Ba!kanphanna Dupnitsa AD

' 3, Samckovsko Shosse Str.
| Dupnitsa 2600, Bulgaria
. MIA: BG/MIA-0064

 Packaging site:
Testing site:

| Release site:

Balkanpharma Dupnitsa AD
. 3, Samokovsko Shosse Str.
| Dupnitsa 2600, Bulgaria
. MIA: BG/MIA-0064 S
Balkanpharma Dupnitsa AD
+ 3, Samokovsko Shosse Str,
Dupnitsa 2600, Bulgaria
M!A__EGIMIAM
| Balkanpharma Dupnitsa AD
| 3, Samokovsko Shosse Str.
5 Dupnitsa 2800, Bulgaria
MIA: BG/MIA-0064

" Results of analysis: TN
Commcnts

1 therabycafmmatmeabovamemlonedbatmhasbemraleaseotomamarkf-ax

Dupnitsa AD.

2. | hereby declare that the above information is authentic and accurate

COA 17
~ Storage: To be stored at dry and ¢ protected from light piace. Do nof |
___ Store above 25°C. |

rms hatt.h m been

manufactured, including packaging and quality control at the above maﬂtl n.gite, il oqm...a._ e
with the GMP requirements of the local Regulatory Authority and with | ol an ln the /-
Marketing Authorisation of the importing country. a3 Y

3. The batch processing, packaging and analysis records were reviewed and
with GMP and Technical Agreement.

fwr iabnmmmp&mw-’

4. Were there any significant deviations from the manufacturing process stated in the Tecm*u:al
Agreement concerning product quality W
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Baikanpharma Cupnitsa AD

=¥ T (+359) 701 58 477
g ? v F (+359) 701 58 555 3 Samaokovsko Shosse Str.
= dupoperations@actavis.com Dupnitsa 2600, Bulgaria
=8 veww.actavis.bg
Ceptudukar kavecrsa Ne 17
(Certificate of quality)

Mpoayxr: Ceganbriny noc, TabneTxu x 20

(Product: Sedalgin plus tablets x 20)

Cepus Ne: | 009119 [ Pasamep cepuu: 29 162 yn. ‘:

(Batch N2} | | (Batch size:) |
3 | E
| [lara U3roToBMNeHUs: | 01.2019 1 fO'rrpymeHo: 29 162 yn. ?
(Mig.date ) - ] | (Loaded:) |
| - L
| Cpok rogHocTH: [ 01.2021 MecTo Ha3HaueHUs Poccus
| (Exp.date) ’. B Destination:) Russia
[ Noxa3zarenu Hopmibi [ Pesynoram |
1 (Tests) (Specifications) {(Results) |
| 1. Onucanne Kpyrnuie nnockue TabneTu 5enoro WnK MOYTK | NONTH Genoro l
! (Appearance) | Genoro UBeTa, C ABYCTPaHHE#H chacKo# v pUCKOH | COOTBETCTEYET ;
f Ha OQHOWN CTOPOHbI {almost white) :
i (Round, fiat tablets with white to almost white colour, | (complies)
{ with facet on both sides and scored on one side} |
| 2. NMoanuHHOCTL ' '

{Identtfication) ]
| MeTamu3iona HaTpHA
ﬁ {Metamizole Sodium)
| - Peakuua ¢ Bogopoaa - [omHO MOABMTBECHA CHHEE® OKpawnBaHwe, cooTseTCTByeT
| nepoxcuaoM KoTOpoe GLICTPO WCYe3aeT, 3 “Yepel HecKS .owo.| pwomplies)
| (Reaction with hydrogen peroxide) | MWHYT NEPEXOAHT B WHTEHCUBHOE ~(Hurtive i

OKpawmBaHie 3 |

i (A biue colouring should appear, whici .ﬁsappeafs‘ ;
e fast and after few minutes transforms tc e colonngs 140,
| - PeaKuun ¢ pacTBOpPOM . [OMKHO NORBUTLCA WMHTEHCHB, G2  XeNfUE | €OTBETCH yer
- aumeTunamuHobeHIanbaerAa OKpaWKBaHWe, XOTOpOe He WC' 33aeT nipw . (nomplies; ;
. {Reaction with solution of p- npGagnexuu 5 mn Boabl. W2
| dimethylaminobenzaidehide) (An intensive yeliow colouring should app:4r; which j
! does not disappesr in addition of 5 mi water) .- Cr 4~ {
| Kodpemn :
| (Caffeine) :
| - PeaKuma ¢ aMMHakoM BORHbIM | - [LOMKHO NORBHUTLCA nypnypro-Kpactoe cooTBeTCTEYeT 3
' (Reaction with ammonium hydroxide) | okpawmBarue | (complies) ‘\
i (A violet-red colouring should be appear) ‘ |
i THamuHa raapoxnopwaa i
| (Thiamine hydrochloride}
| - Peaxums C pacTBOPOM Kanus - Mpu waBmogewnn B YO-cBETe gOmMKHA COOTBETCTBYET
| theppuumanupa e wenounoit cpeae | naBmogarsen cukAR (nyopecusHLMA (complies)
| (Reaction with solution of potassium | (A blue fiuorescence should be obtain) |

Cmp. 1073



Balkanoharma Dupnitsa AD

5y T (+359) 70038 477
I F {+359) 70158 558 3 Samokovsko Shosse Str,
kb dupoperations@aciavis.com Dupnitsa 2600, Bulgaria
Ve www.aclavis.bg
Mokaszatenu Hopmbi Pesynerar) ;
{Tesis) {Specifications) (Results) |
ferricyanide in base medium) Romxex o6pazosarucr Bensiit ocanox i
- Peaxuus ¢ pacTBopom cepebpa (A white precipitate shouid appear) (complies) !
HUTPaTa B KKCNOW cpege ‘
{Reaction with solution of silver |
nitrate in acid medium) |
Ha xpomarorpaMse WMChbITyeMOro pacreopa T 1‘
| Merammusona warpus, Kodewna v | gomimst HaBnoAaTLCR TPH naTtHa, | (complies) :
| TuamuHa rMapoxXnopHaa COOTBETCTBYIOWME no NONOKEHUIO " |
| (TCX) UHTEHCUBHOCTH OKPAlWMBaHUA MNATHaM Ha ’
{Metamizole Sodium, Caffeine and XpoMarorpammax COOTBETCTBYIOWMX !
’! Thiamine hydrochloride (TLC)) CTaHAapTHLIX PacTBOPOB l
; (The three spots shoukd observe in the |
i chromatogram obtained with the test solution is ;
_ simitar in location and intensity of the cclor in the
| chromatograms obtained with the corresponding 5
i reference solutions ) a.
| 3. CpegHnan macca TabneTok 1 Ot 636,5 go 703,5 mr | 671,2 mr ’
| OQHOPOAHOCTL MO Macce 18/20+5% | cooTBeTcTBYET I
' (Average mass and uniformity of ' 220+10% (671.2 mg) ;
mass) | (From 638.5 to 703.5 mg) {complies) :
| 18720 + 5% {
3 220+ 10% ;
| 4. PacTBOpeHue
| (Dissolution) | _
' -Kothenna | He menee 75 % (Q) 33 45 mun . _
(caffeine) (NLT 75 % (Q} for 45 min ) T =100% :
| -TMaMUHA UAPOXNIOPHAA He menee 75 % (Q) 3a 45 mum | % _unne f
| (thiamine hydrochioride) (NLT 75 % {Q) for 45 min) A =100% ,
| 5. POQCTBeHHbIe NPHMEecH |
| (Related substances) i
| -Npumecs C
‘ (4-METUNAMWHOAHTUNHPHH) He Gonee 1,0 % 0,1 % (0,088 %)
| (- impurity C (NMT 1.0 %)
J (4-methylaminoantipyrine)) |
- EauHMyHan !
| HeugenTudKUMpOBaHHaR npuMecs  He Gonee 0,2 % ~MPHee 0,5 < %
| {-Single unidentified impurity) {(NMT 0.2 %) {n,qoz %)\
| 4y mef 0, 02'} ‘o
i 000 130,002 %))
| - Cymuma HewpenTuuUMpOBaHHbIx | He Gonee 0,5 % MeHes ( n..s ?
; npumMecen (NMT 0.5 %) (undarﬂ :1 /%)
| {-Total unidentified impurities) S0 TC
| 6. OBHOPOAHOCTL AOIUPOBAHMS ~ }r =
! {Uniformity of dosage units) ! , i
‘ -MeTaMU3I0Na HaTpus { AV 150 i AV=30
i (Metoa Bapuauuu Macc) f
| (metamizole Sodium (Mass Variation) | | |
| -Kodpemna (BIKX) | AVS150 | AV=835 i
| (caffeine (HPLC)) | |
-TWamuHa ruapoxnopkaa (BAWX) | AV< 15,0 AV=44
| (thiamine hydrochioride (HPLC)) |

Cmp.2013



2 5 5‘ T (+359) 70158 477 Balkangharma Dupnitsa AD
-k f (+359) 70158 555 3 Samokowsko Shosse Str.
dupoperatior s@actavis.com Dupnitsa 2600, Bulgariz
www.actaviebg

i Mokasavenw Hopuib! Pe3ynbTar)

{ (Tests) (Specifications) {(Results) |
7. MukpoBMonorHyeckan YucTora Eep. ®©. unu I'® XIll, Kareropwus 3 A COOTBETCTRYET

. (Microbiology') (Ph.Eur. or Russian Ph. XIlI, Category 3 A) ' (complies)

| 8. KonuuecraseHHoe onpeneneHue: | |

| {Assay) '; ;-

| -METaMU3ONa HATPHA | OT 475,0 no 525,0 mr | 494,1 mar

| (metamizole sodium) | (From 475.0 to 525.0 mg) | (494,1mg)

| -KothewHa : Ot 46,3 no 52,5 mr | 51,2mr

| (caffeine) (From 46.3 t0 52.5 mg) | (51.2mg)

| “TMaMWHA rMAPOXNOPHAA Or 35,8 no 40,7 mr 38,1 mr §
_ (thiamine hydrochloride) (From 35.8 to 40.7 mg) (38,1 mg) N

.Hammmmum.mwmnmm
(" Not a routine test. It is camied out on every tenth batch.)

MpoaykT coorsercrayer TpeSosanuam HA M N012776/01-101117 - Poccus.
(The product meets the requirements of the ND 1 N012776/01-101117 — Russia.)

MMOATOTOBNEHO: ... ... il
(Prepared by) ake

YNONHOMOYBHHO® NULO: .\ &alavaiaralalzv:
(QP)

Dara: //, 7.7
(Date)

[ara: ;,:' ' ey

(Date) _

Crp.3013



Jorotun

Ceprudgmkar ssinnycka cepun Ne 536

. JaKaiunx . Axtasnc PY
| Crpama HasHauenns | Pocens

Hassanmne npenapara (pyccxoc) | Cepansren® [Mmoc rabaerxn |

MeXAYHAPOAHOE HA3BAHME NPENapaTa | Benansrus tabnerku |

Howmep npomnssoacTsekto cepun | 009119 |
| Homep cepun 3axaiumnxa 009119 |
| Jlexapcraennas dopma | TaGnetxn |
| /lata npoursonctea 0172019 |
| Cpok roanocTyt 0172021

Paimep ynasoskm | 2 bnncrepa x 10

Tun ynakosxu | Ganctep

Konn4ecTso nocTaBAseMBIX YNAKOBOK | 29162

Pernctpaunontoe viocrosepenne | TINO12776/01

IponisoauTens wH-6anka | bankandapma-lynuuua A/l yi. Camoxonckoe wocce 3, Jynmunua 2600,

boarapus

MIA: BG/MIA-0064

¥ nakosuwmk | Bankangapsa-Tyunnua AJl ya. Camoxosckoe uocee 3, Jdyntmua 2600,
- boarapus
- MIA: BG/MIA-0064
CafiT BRINYCKAIONIZIO KOKHTPOIR KauecTna | bankakdapma-dynuuua AJl ya. Camokosckoe wocce 3. Jlynunua 2600, i
| boarapua
| | MIA: BG/MIA-0064
| Pesyastars anasusa | Cepruduxar anaanza Ne 17
| Kosemenrapii: | Yeaosus xpanenna:om HJL

1. HacTosutm noaTsepasacs, 41O BHUICYKAIAHHAS cepH|, G1ina BRINYLIEHA 178 nposakK Ha peiHok bankandapma-/lynunua AJl

2. Hactosummm 3a981mem, 4T0 BhIICYKAIANKAR MHGOPMALMA RBARCTCH TIOLIHHHON i TOYHON. Ta cepus Guna MPOMIREICHA, BKIOMAR
YTIAKOBKY H KOHTPOIIL KAHCCTAA 1A YKAIAMHOM BLILIC CAilTE, B NOINOM COOTBETCTBHH ¢ Tpebosammamu GMP & cnetsedmxannn
Coorsercrayer TpefoBannsy cneunpuKALMM, YTBEpAICHHO! B PO

3. 3anmch NPOHIBOACTBEHHOrO NPOLECCa CepHit (BKAI0NAA YNIAKOBKY I KOHTPO/IE K24eCTRa) OriTH PacCMOTPEHb! M NPHIHANG! B
cootaeTcTBMM TpeGosanuam GMP u TexHuuecknM cneunduxaunas,

4. Buian a1 kaxue-11G0 CYLUECTBEHHMIC OTIIOHCHHS OT NPOHIBOACTBEHHOIO IIPOLECCE, YKASAHHOID B TEXHIYSCKOM COMTALICHIN B
OTHOMICHHM KQ4ECTBA NMPOAYKUHH MM BLINYCKE

—

Her Ha (Cm kom0 oTueTa OTKIOHENHS / nepenucKa)

Yrnoanomouenmoe (oTeeTcTRE
B. I'ancaa-Kapaxoncsa
Jara:01/02/2019

Moanucs Moanucs
Iesan,
Digitally signed by Olga Parkhomenik s

Olg a DN. dc=Corp, de=Teva, ousGlobal,

ou=Clients, ou=RU, ou=MOS, ou=USR,
en=Qiga Parkhomenko,

Pa r kh 0 m e n ko emall=0iga Parkhomenko@actavis com

Date: 2019.03.18 13.24:29 +03'00°







