SC Terapia SA

a SUN PHARMA company . ;
400640, 124 Fabricii Street, / g8 r a p I a

i \epoce Chiourty Romania B ATCH CERTIFICATE
400640,pyn Q)aGpM‘-(’VM 124, CEPTUO®UKAT KAYECTBA
Knyx-Hanoka, yean Knyx, PymsiHus
No. 40000959157
CERTIFICATE OF ANALYSIS:
CEPTHUOUKAT AHAJIN3A:
Name of product: FARINGOSEPT® 10 mg compressed lozenges
Haunvenosanne npoaykunn: @APUHIOCEIT® 10 mMr TabieTkn AJs paccachbIBaHMA
Strength / Dosage: 10 mg Market: RUSSIA
Hosuposka: 10 Mr Crpana: POCCHUA
Marketing Authorisation Number: IT N011249 dated 20.04.2016
Lot / Batch number: TRG1370 Peructpamonnoe ynocrosepenue Homep: IT1 NO11249 ot 20.04.2016
Howmep cepruu: TRG1370 Manufactured and Quality Control by: S.C. Terapia S.A., Romania
ITpouseoncteo u kouTpos KauecTpa: C.K. Tepanus C.A., Pymbsinus
Manufacturing Date: 10/2025 Manufacturer License No.: 18F
Jara npoussoacrra: 10/2025 Homep npouseonctennoi muuensmy: 18F
Tested as per ND: IT N011249-20041 6, Var. 1-8
Expiry Date: 09/2028 AHanu3 nposeneH no HJI: TTN011249-200416, Wam. 1-§
Hara ucredenns cpoka rogHocTu (rogen 10): 09/2028 API name: Monohydrate ambazone
Haumenopanue ADC: AmGaszona MOHOTHApAT
Analysis Documentation: FS015392-10.0 API Batch No.: ABZ00324
JloKyMeHTalus, 10 KOTOPOH NIPOU3BEAEH AHANH3: AQC Cepus No: ABZ00324
FS015392-10.0 Name of API manufacturer: S.C. Microsin S.R.L.
Haumenoganue npoussonmrens A®C: CK. Muxpocun C.P.JL
Pharmaceutical form: Lozenges Country of API manufacturer: Romania
Jlexapcreennas dopma: Tabnetku 115 paccacsiBanys Crpana npousgogurens A®C: Pymbinus
ANALYTICAL RESULTS / PE3YJIbTATBI AHAJIM3A:
PARAMETERS/ REQUIREMENTS/TPEBOBAHUS] RESULTS/ PE3YJIBTATHI —l
ITAPAMETPEI
Description Brown, round, flat-face, beveled-edge | Brown, round, flat-face, beveled-edge
tablets with intact edges. Light and dark | tablets with intact edges. Light and dark
impregnations may be present. impregnations are present.
Onncanne Kpyrisie, IockonunuHapryeckue, | Kpyrnere, IUTOCKOITMIHH IPUIECKHE,
CKOLUEHHBIE K Kparo TablIeTKH, | CKOIIEHHBIE K Kpaio  TabyeTky,
KOPHMHEBOTO [BETa C HEMOBPEKIECHHBIMH | KOPUIHEBOTO LIBETA c
KpasiMH. JIOIycKaeTcs HanM4pe CBETNIHIX M HETIOBPEXICHHLIMM  KpasiMH. VMeroTcs
TEMHBIX BKpaIjieHuH. , CBETIIbIC ¥ TEMHBIEC BKPATIEHHS.
The UV/VIS spectrum of the test solution | The UV/VIS spectrum of the test
must have absorption maximum at about | solution have absorption maximum at
398 + 2 nm. 398 nm.
Y®/BHA CHEKTP WCHBITYEMOTo pactBopa | YO/BUA CNEKTP HCTIBITYEMOro pacTBopa
AOJIKEH UMETh MaKCHUMYM MIOTTIOIEHHS. OpY | HMeer MaKCHMYM TOIJIOIIGHHS IpH
IHHE BOTHBI 39842 HM. JUTHHE BONHEI 398 HM.
In the chromatogram obtained with the test | In the chromatogram obtained with the
solution, the retention time of the main peak | test solution, the retention time of the
must be the same with the retention time of | main peak is the same with the retention
Identification ambazone peak from the chromatogram | time of ambazone peak from the
TToATHrEROCTS obtained with the standard solution. chromatogram  obtained with the
standard solution.
Bpems ynepkuBaHWS OCHOBHOrO HMKa Ha Bpema ynepxuBaHMA OCHOBHOro IuKa
XpOMATOrpaMMe HCIBITYEMOrO0 PacTBOpa | Ha XpoMarorpaMMme  HCHBITYEMOLO
IOJDKHO COOTBETCTBOBATE BPEMEHM | paCTBOpa  COOTBETCTBYET  BpPEMEHHM
YIEPKUBAHUS muka  ambasoHa  Ha | yAepxHBAaHMA  HKa ambazoma Ha
XpOMaTorpaMMe CTaHLAPTHOrO PacTROpa. XpoMaTorpaMme CTaHAAPTHOIO
pacTBopa.
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SC Terapia SA

a SUN PHARMA company
400640, 124 Fabricii Street,

o,
»

Terapia

Cluj-Napoca, Cluj County, Romania BATCH CERTIFICATE a SUN PHARMA company
C.K. Tepanus C.A., PymMbiHus CEPTUOUKAT KAYECTBA

400640, yn ®abpuunm 124,

Knyx-Hanoka, yesn Knyx, Pymbitus No. 40000959157

CERTIFICATE OF ANALYSIS:
CEPTUOUKAT AHAJIU3A:

Name of product: FARINGOSEPT® 10 mg compressed lozenges
Haumenosanue npoaykuun: PAPMHT'OCEINIT® 10 Mr Taéierkn AJIH PAcCachIBAHUA

Strength / Dosage: 10 mg
Josuposka: 10 Mr

Lot / Batch number: TRG1370
Howmep cepun: TRG1370

Manufacturing Date: 10/2025
Hara npoussoncrsa: 10/2025

Expiry Date: 09/2028
Harta ncreuenus cpoka roarocTu (rogen 10): 09/2028

Analysis Documentation: FS015392-10.0
HokymenTanus, Mo KOTOPoi IPOM3BEACH aHATH3:
FS015392-10.0

Pharmaceutical form: Lozenges
Jlexapcreennas ¢popMa: TabneTkn A1s paccachiBanus

Market: RUSSIA

Ctpara: POCCHsL

Marketing Authorisation Number: IT1 N011249 dated 20.04.2016
Peructpaumonnoe ynocrosepenne Homep: I1 NO11249 ot 20.04.2016
Manufactured and Quality Control by: S.C. Terapia S.A., Romania
TIpousBoncteo u koutposs kavecrsa: C.K. Tepanus C.A., PymbIaus
Manufacturer License No.: 18F

Homep npousBoacTeennoi minensun: 18F

Tested as per ND: IT N011249-200416, Var. 1-8

Ananns nposenen mo HJT: IT NO1 1249-200416, U3sm. 1-8

API name: Monohydrate ambazone

Haumenopanne ADC: Ambazoua MOHOTUAPAT

API Batch No.: ABZ00324

ADC Cepus Ne: ABZ00324

Name of API manufacturer: S.C. Microsin S.R.L.

Haumenosanue npoussoaurens AOC: C.K. Muxkpocun C.P.JL
Country of API manufacturer: Romania

Ctpana npoussogurens ADGC: PyMsiuus

DTaHon

Average weight and weight From 940 mg to 1060 mg (1000 mg+6.0 %). | 998.3
uniformity Deviation: 18/20 tablets + 5 %; 2/20 tablets | -2.3; +2.7
+10%
Cpeansas macca u Ot 940 mr o 1060 mr (1000 mMr+6,0 %). 998,3
OIXHOPOIHOCTb MACCHI Orxnonenue: 18/20 tabnerok £ 5 %; 2/20 -2,3;+2,7
Tabnerok £10 %
Related substances /
IMocToponHme npuMecH :
- Individual unidentified impurity | Not more than 0.5/ He 6onee 0,5 % Below RL/ Huxe ITO
Jo6as equAnynas '
HeHAeHTH()ULMPOBaHHAS
mpumecs (%)
- Total impurities / Cymma Not more than 1.5/He 6onee 1,5 % Below RL/ Husxe I10
mpuMeceif (%)
Residual organic solvents — Not more than 5000 ppm
Ethanol / Ocrarounsre 20 ppm
OpraHv4ecKHe pacToputend — | He 6onee 5000 ppm

Microbiological purity /
Muxpobuonoruaeckas
YHCTOTA:

- Total aerobic microbial count
TAMC (UFC/g) / O6mee uncio
a3pOOHBIX MUKPOOPTaHH3MOB
(OKAM) (KOE/r)

- Total combined yeast/molds
count (TYMC) (UFC/g) /
Ob1mee 41CI0 APOKIKEBBIX 1
TUIECHEBEIX

rpubos (OKIIT) (KOE/r)

- Escherichia coli (per g)/

{ Escherichia coli (s 2)

Not more than 10°/ He Gosee uem 10°

Not more than 10%/ He Goxee yem 102

Absent/OTtcytcTByeT

Less than 10/ Meree 10

Less than 10/ Menee 10

Absent/OtcyTeTByeT
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SC Terapia SA

a SUN PHARMA company

400640, 124 Fabricii Street,
Cluj-Napoca, Cluj County, Romania
C.K. Tepanus C.A., PyMbitus
400640, yn ®abpuqun 124,
Knyx-Hanoka, yean Knyx, Pymbinust

CERTIFICATE OF ANALYSIS:
CEPTU®UKAT AHAJIU3A:

BATCH CERTIFICATE
CEPTUDHKAT KAYECTBA

No. 40000959157

Name of product: FARINGOSEPT® 10 mg compressed lozenges
Hanmenosanne nponykuu: @PAPUHIOCEIIT® 10 mr ra6aerkn ais paccachIBanus

Strength / Dosage: 10 mg

Hosuposka: 10 mr

Lot / Batch number: TRG1370
Howmep cepun: TRG1370

Market: RUSSIA

Crpana: POCCHUA

Marketing Authorisation Number: 11 N011249 dated 20.04.2016
Perucrpaunonnroe ynocrosepenne nomep: I1 NO11249 ot 20.04.2016
Manufactured and Quality Control by: S.C. Terapia S.A., Romania
Hpoussonctso n koutpons kavectsa: C.K. Tepamus C.A., PyMmbInus

Manufacturing Date: 10/2025
Hara npoussoncraa: 10/2025

Expiry Date: 09/2028

Hara ucrevenus cpoxa roguocta (roaes fo): 09/2028

Analysis Documentation: FS015392-10.0
HokymenTauys, 10 KOTOpoi MPOU3BEACH AHANNS:

FS015392-10.0

Pharmaceutical form: Lozenges

Jlexapcreennas ¢popma: TabneTku 115 paccachlBaHus

Manufacturer License No.:

Apnanus nposezaen no HJI;:

ADC Cepus Ne: ABZ0032

18F

Homep nponssoncreennoit miuensuu: 18F
Tested as per ND: T1 N011249-200416, Var. 1-8

T N011249-200416, F3m. 1-8

API name: Monohydrate ambazone
Haumenobanne ADC: Ambazona MOHOTMAPAT
API Batch No.: ABZ00324

4

Name of API manufacturer: S.C. Microsin S.R.L.
Hanmenosanue npouseomutens AOC: C.K. Mmuxpocun C.P.JI.
Country of API manufacturer: Romania

Crpana npomzroaurens A®OC: Pymbians

-For 10 compressed lozenges: AV < 15.0 /
o 10 Tabretok ans paccaceiBanms:; AV <
15,0.

For 10 compressed lozenges / Jlusx 10
TabNEeTOK AJS paccacklBaHuUs

Uniformity of dosage units If criteria are not met test the next 20 units/ | AV =4.2

(content uniformity) / pu HECOOTBETCTBUU kputepusm | AV =42

OIHOPOIHOCTH KO3UPOBAHUA IpOTeCTUpYHTE crenyromue 20.

(0IHOPOIHOCTE cOCTaBa) -For 30 compressed lozenges: AV < 15.0;
0.75xM<Xi<125xM
-Hna 30 Tabnerok 1 paccacsBanms: AV <
150;0,75x M<Xi<125x M

Assay: ambazone monohydrate | 92.5 — 107.5 100.7

Komuyectsennoe npenenenne: | 92,5 —107,5 100,7

ambasoHa MoHorupar (%)
10 tablets in an aluminium foil and dark | 10 tablets in an aluminium foil and
transparent PVC-PE-PVDC film blister. colorless transparent PVC-PE-PVDC
10 tablets in an aluminium foil and colorless | film blister.

Packing / Ymakoska

transparent PVC-PE-PVDC film blister.

1 or 2 blisters and patient information
leaflet in a carton pack.

Ilo 10 rtabnmerok B Guucrep w3
ATOMHHVEBOH ¢doneru u TEMHOH
npospaudoci [IBX-I13-TIBJIX nnenku.

Ilo 10 rabnmerok B  GuucTep u3
AMOMUHAEBOH  ¢onern M OeclBeTHOMH
npospaudoi IIBX-I13-TIB X nnenkn.

ITo 1 wmma 2 Guucrepa BMecte ¢
HHCTPYKUMEH 1O  TpUMEHEHHI0O B
KapTOHHYIO MAYKy.

1 blister and patient information leaflet
in a carton pack.

ITo 10 Tabnerox B OGaucrep wu3
amoMUHHEBOH Qonsry w  GecuBeTHOM
npospaudoi [IBX-TID3-TIBAX mieHkw.
ITo 1 6aucrepa BMecTe ¢ MHCTpyKIMeit
1O NPAMEHEHNUIO B KAPTOHHYIO [AYKYy.

Labelling /
MAPKWPOBKA

It is indicated on a blister in Russian: drug
product trade name with warning labeling
®, international non-proprietary name,
pharmaceutical form, strength, name of
active ingredient, manufacturer date, batch

It is indicated on a blister in Russian:
drug product trade name with warning
labeling ®, international non-proprietary
name, pharmaceutical form, strength,
name of active ingredient, manufacturer
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SC Terapia SA

a SUN PHARMA company

400640, 124 Fabricii Street,
Cluj-Napoca, Cluj County, Romania
C.K. Tepanus C.A., Pymbitus
400640, yn ®abpuunu 124,
Knyx-Hanoka, yean Knyx, PyMblnus

CERTIFICATE OF ANALYSIS:
CEPTHOUKAT AHAJIN3A:

BATCH CERTIFICATE
CEPTU®HUKAT KAYECTBA

a SUN PHARMA company

No. 40000959157

Name of product: FARINGOSEPT® 10 mg compressed lozenges
Hanmenosanune npoxykimyn: PAPUHIOCENT® 10 mr Ta6aerkn aas paccachbIBaHUs

Strength / Dosage: 10 mg
JoszupoBka: 10 mr

Lot / Batch number: TRG1370
Howmep cepun: TRG1370

Manufacturing Date: 10/2025
[Jara npoussoxcrsa: 10/2025

Expiry Date: 09/2028
Jlata ucteuenus cpoka rogHocty (roaed go): 09/2028

Analysis Documentation: FS015392-10.0
JlOKyMEHTAIN, 10 KOTOPOH [POU3BENCH aHANN3:
FS015392-10.0

Pharmaceutical form: Lozenges
Jlexapcreennas hopma: TabneTku 114 paccachiBanus

Market: RUSSIA

Crpana: POCCHSL

Marketing Authorisation Number: IT N011249 dated 20.04.2016
Perucrpauronnoe yrocrosepenue Homep: 11 N011249 ot 20.04.2016
Manufactured and Quality Control by: S.C. Terapia S.A., Romania
Tpoussoncteo u xontpons kavecrsa: C.K. Tepamus C.A., PymbInus
Manufacturer License No.: 18F

Homep npoussonctsennoit nuuensum: 18F

Tested as per ND: TI N011249-200416, Var. 1-8

Anasws nposeznen mo HI: TT N011249-200416, Usm. 1-8

AP name: Monohydrate ambazone

Hanvenosanne ADC: AMGazona MOROTHApAT

API Batch No.: ABZ00324

ADC Cepus Ne: ABZ00324

Name of API manufacturer: S.C. Microsin S.R.L.

Hanmenoranue npoussomurens AD@C: C.K. Muxpocun C.PJIL
Country of APl manufacturer: Romania

Crpana npoussoaurens A®C: Pymoinus

number, expiry date, logo of Marketing
Authorization holder (with inscription SUN
PHARMA in  English), logo of
manufacturer (with inscription Terapia a
SUN PHARMA company in English),
individual codes of packing material may be
applied.

1t is indicated on a carton pack in Russian:
drug product trade name with warning
marking ®, international non-proprietary
name, pharmaceutical form and number of
tablets in a pack, name and content of active
ingredient in a tablet, strength, method of
administration "Topical. Fast-
disintegrating.", name of Marketing
Authorization holder, country of Marketing
Authorization holder, manufacturer name,
address and country of manufacturer, logo
of Marketing Authorization holder (with
inscription SUN PHARMA in English),
logo of manufacturer (with inscription
Terapia a SUN PHARMA company in
English), Marketing Authorization number,

batch number, expiry date, storage
conditions,  inscriptions:  "Symptomatic
treatment of oral cavity and throat

infections”", "See details on method of
administration in Patient Information
Leaflet", prescription status, warning notes:
"Contains lactose and sucrose", "Keep out
of reach of children", barcode, Global Trade
Item Number (GTIN in English), pack ID
(S.N. in English), two-dimensional matrix
code, individual codes of packing material

date, batch number, expiry date, logo of
Marketing Authorization holder (with
inscription SUN PHARMA in English),
logo of manufacturer (with inscription
Terapia a SUN PHARMA company in
English), individual codes of the
packaging material are applied.

It is indicated on a carton pack in
Russian: drug product trade name with
warning marking ®, international non-
proprietary name, pharmaceutical form
and number of tablets in a pack, name
and content of active ingredient in a
tablet, strength, method of administration
"Topical. Fast-disintegrating.", name of
Marketing Authorization holder, country
of Marketing Authorization holder,
manufacturer name, address and country
of manufacturer, logo of Marketing
Authorization holder (with inscription
SUN PHARMA in English), logo of
manufacturer (with inscription Terapia a
SUN PHARMA company in English),
Marketing Authorization number, batch
number, expiry date, storage conditions,
inscriptions: "Symptomatic treatment of
oral cavity and throat infections”, "See
details on method of administration in
Patient Information Leaflet", prescription
status, warning notes: "Contains lactose
and sucrose”, "Keep out of reach of
children", barcode, Global Trade Item
Number (GTIN in English), pack ID
(SN. in English), two-dimensional
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SC Terapia SA

a SUN PHARMA company

400640, 124 Fabricii Street,
Cluj-Napoca, Cluj County, Romania
C.K. Tepanus C.A., Pymbinus
400640, yn ©abpuunm 124,
Knyx-Hanoka, yesg Knyx, PymesiHus

CERTIFICATE OF ANALYSIS:
CEPTUDUKAT AHAJIN3A:

BATCH CERTIFICATE
CEPTUOHUKAT KAYECTBA

No. 40000959157

Name of product: FARINGOSEPT® 10 mg compressed lozenges
Haumenoanue npoaykunu: ®APUHT OCEINT® 10 mr raéierkn Al paccachbIBaHuA

Strength / Dosage: 10 mg
Hozuposka: 10 mr

Lot / Batch number: TRG1370
Howmep cepun: TRG1370

Manufacturing Date: 10/2025
Hara npoussoxcrea: 10/2025

Expiry Date: 09/2028
Jlara ucrevenns cpoka rOIHOCTH (rofeH no): 09/2028

Analysis Documentation: FS015392-10.0
JloxyMeRTalMsL, 110 KOTOPOH TIPOM3BE/CH AHATH3:
FS015392-10.0

Pharmaceutical form: Lozenges
Jlexapcteennas opma: TabneTku A5 paccachBaHms

Market: RUSSIA

Crpana: POCCHA

Marketing Authorisation Number: IT N011249 dated 20.04.2016
Peructpaunonsoe yaocrosepenue Homep: II NO11249 ot 20.04.2016
Manufactured and Quality Control by: S.C. Terapia S.A., Romania
ITpousBoacTBO U KOHTpONE KayecTsa: C.K. Tepanna C.A., Pymbians
Manufacturer License No.: 18F

Homep niponssoncreentoit munensuu: 18F

Tested as per ND: IT NO11249-200416, Var. 1-8

Ananus nposenen o HJT: TT N011249-200416, Usm. 1-8

API name: Monohydrate ambazone

Haumenopanune A®C: AM6azona MOHOIMApar

API Batch No.: ABZ00324

A®C Cepus Ne: ABZ00324

Name of API manufacturer: S.C. Microsin S.R.L.

Haumenosanue nponssoaurens A®C: CK. Muxpocuu C.P.JI.
Country of API manufacturer: Romania

Crpana nponssoautens AOC: Pymbiuus

may be applied, as well as inscriptions on
valves depending on printing equipment
may be applied.

Ha  6aucmepe na pycckom  szwixe
YKazwigaiomi:  TOPTOBOE  HaWMEHOBaHUE
npenapara c OpeaynpeauTenbHON
MapKHAPOBKOM ®, MEXIYHApOIHOE
HEMaTeHTOBaHHOE HAHMEHOBAHIE,
JIEKAPCTBEHHYIO bopmy, JAO3HPOBKY,

HaNMEHOBAHUE LEHCTBYIOIIETO BELIECTBA,
JlaTy IMpOHM3BONCTBA, HOMEP CepHH, roneH
zo, JIOTOTHII (GHUPMBI-BIanENBIA
PErUCTPAIMIOHHOTO yroctoBepenus (¢
HaaMUCBIO HAa aHramickoM s3pike SUN

PHARMA), JIOTOTHII bupmer-
NPOU3BOIUTENS (¢ Hammucelo  Ha
aHrmuiickoM  aseike  Terapia a  SUN
PHARMA company), IOMycKaeTcs
HAaHECeHHe UHIMBHIYalbHBIX  KOJOB

YIIAaKOBOYHOTO MaTepHana.
Ha xapmonnoii nauke na pycckom szwixe

YKasblgajom:  TOProBOE  HAaMMEHOBAHHUE
npenapara c npeaynpeauTensHoi
MapKHAPOBKOii ®, MEKAYHApOaHOE
HENAaTeHTOBAHHOE HaMMEHOBaHHe,

JEKapCTBEHHYI0 (OPMYy W  KOJMYECTBO
TabJIeTOK B yNakOBKE, HAHMECHOBAHHE M
comepxkaHue AeiiCTByIOmIEro BemiecTsa B

matrix code, individual codes of packing—!
matetial are applied, as well as
inscriptions on valves depending on
printing equipment are applied.

Ha 6nucmepe na pycckom ssvixe

YKasaHo:  TOProBo€  HaMMEHOBAHHME
npenapata ¢ NpenylpeAuTeNnbHOM
MapKHpoBkoit  ®,  MexIyHapomHOe
HEMaTeHTOBARHOE HauMeHOBAHUe,
TEKapCTBEHHYI0  (OpMy,  IO3HUPOBKY,
HAUMEHOBaHME AeHcTBYIOMEro

BCIIECTBA, JaTy MpPOM3BOACTBA, HOMEp
CEpHM, TONEH [0, JOTOTUN (HPMbI-
BIajensla PEeruCTPaluOHHOTO
YZOCTOBepeHHMA (C  HAANMCHLIO Ha
anrmmiickoM sspike SUN PHARMA),
morotunn  ¢pUpMEI-IpousBoaMTENs  (C
HaJOWChIO HA  aHTIMICKOM  S3bIKe
Terapia a SUN PHARMA company),
HAaHECEHBI  HHAMBMAYANbHBEIE  KOIbI
YIIaKOBOYHOTO MaTepHala.

Ha kapmonnoii nauxe na pycckom azvixe
YKaG3aHo:  TOProBOE  HANMEHOBAHUE
Openapara ¢ OpexynpeauTelbHOM
MapKHpoBKOd  ®,  MexayHapomHOe
HEIaTeHTOBAHHOE HauMeHOBaHUeE,
JICKapCTBEHHYI0 (OPMY M KOJNIMYECTBO
TabNeTOK B yNaKoBKe, HANMEHOBAHUE U
CoIepKaHue AEHCTBYIOErO BEIIECTBA B

Reaching People. Touching Lives.

ONHOM  TallleTKe, MO3HPOBKY, cnocob | ogmoit TableTke, MO3MPORKY, CIOCcO6
IpPMMEHEHUA «Mectro. Hns | npumenenns «MectHo. Hns
paccachIBaHms. », HasBaHUE  (QUPMBI- | PaCCACHIBAHHUA.», HA3BAHHE pupMEI-
BIafebla PErucTPauMOHHOIO | BIAajfebLA PErMCTPaMOHHOTO
YAOCTOBEPEHHS, CTPAHY (QUPMBI-BIaNe/Ibld | yIOCTOBEpEHHS, CTpaHy bupMEI-
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SC Terapia SA

a SUN PHARMA company
400640, 124 Fabricii Street,
Cluj-Napoca, Cluj County, Romania BAT

“Terapia

CH CERTIFICATE ! aSUN PHAR company

C.K. Tepanus C.A., PyMbiHusi CEPTUDUKAT KAYECTBA

400640, yn ®abpuunn 124,
Knyx-Hanoka, yean Knyx, PymbiHusi

CERTIFICATE OF ANALYSIS:
CEPTHOUKAT AHAJIN3A:

No. 40000959157

Name of product: FARINGOSEPT® 10 mg compressed lozenges

Hauwmenopanue npoayxumu: ®APUHT OCEIIT®

10 Mr TabaeTkH A paccachiBanus

Strength / Dosage: 10 mg

Josuposxa: 10 mr

Lot/ Batch number: TRG1370
Homep cepun: TRG1370

Manufacturing Date: 10/2025
Hara npoussoncrea: 10/2025

Expiry Date: 09/2028
Jlara uctedenus cpoka roaHocTu (ronex no): 09/2028

Analysis Documentation: FS015392-10.0
HoxyMmenTanus, mo KOTopoi Npou3BeNeH aHATH3!
FS015392-10.0

Pharmaceutical form: Lozenges
JlexapcTeennas gopma: TabNeTKH 11 paccachBAHUS

Market: RUSSIA

Crpana: POCCHS

Marketing Authorisation Number: I N011249 dated 20.04.2016
Peructpauuonnoe ynocrosepesue Homep: I1 NO11249 o1 20.04.2016
Manufactured and Quality Control by: S.C. Terapia S.A., Romania
ITpoussonctBo u koHTpONL KauecTra: C.K. Tepamma C.A., Pympinus
Manufacturer License No.: 18F

Homep npousBoacreennoif nuuensun: 18F

Tested as per ND: IT1 N011249-200416, Var. 1-8

Ananns niposener no HJT: IT NO1 1249-200416, Uzm. 1-8

API name: Monohydrate ambazone

HanmenoBarue ADC: AmGazona MOHOTHAPAT

API Batch No.: ABZ00324

A®C Cepus No: ABZ00324

Name of API manufacturer: S.C. Microsin S.R.L.

Haumenoranue npoussonurens A®C: C.K, Mmukpocun C.P.JI.
Country of API manufacturer: Romania

Crpana npoussonurens A®C: Pymuinus

PErMCTPaLIIOHHOTO
HasBaHHE PUPMBI- IT

bupMBI-BIanENBIA

HaAIIUCBIO Ha aHIJIU

SUN PHARMA

Cepuu, TOmEH o,

aHrnuiickoM

HMHIAMBUAYAIBbHBIX
Mare€puana, a Takxe
B 3aBUCHMOCTH

YAOCTOBCpPEHHUS, | BJaAeIbLa PETUCTPAUHUOHHOTO
POU3BOINTENA, aJpec U YAocToBepeHus, Ha3BaHHE (bPIpMLI-

CTPaHy (HPMBEI-NPOM3BOMUTENS, JIOTOTHII OPOM3BONMUTENS,  aipec U  CTpaHy

PETUCTPAUMOHHOTO | (PUPMBI-POU3ZBOAUTENS, JOTOTHI

YAOCTOBEpEHHS (c HaJITUChIO Ha | GUPMBI-BNANENblA  PETHCTPALMOHHONO
anrmiickom  sspike  SUN  PHARMA), ynoctoeepeHuss (C  HAONUCLI0O Ha
JIOTOTHI (GUpPMEI-IpOU3BOIUTENS (c | aHrHMitckoM  M3BIKe  SUN PHARMA),

¥ickom a3bike Terapia a | sorotun upmer-npoussomuTens  (c
company),  HOMEp | HAANMCHIO HA  AHDIMHCKOM  S3BIKE

PETUCTPALIIORHOIO yIOoCTOBepeHUA, Homep | Terapia a SUN PHARMA company),

YCIAOBHA XpaHEHWUH, HOMEp PETUCTPAUHOHHOTO

Haamicu: ((CHMHTOM&TH‘IeCKOG JICHUCHUe YAOCTOBEpPCHNA, HOMED CEpHH, I'ONEH 10,

HHGEKIMH TONOCTH pTa M rIoTkm», «C YCJIOBHS XpaHeHwsl, HaANICH:
noapo6rolt  undopmauueif o cmocoBe «CHMIITOMATHIECKOE JiedYeHue
IIPUMEHEHHS O3HaKOMbTECH B | HH(eKUMi MoNoCTH pTa M TIoTKMHy», «C
HHCTPYKIHKY, YCIIOBHS OTITyCKa, | MOAPoOHON uH(pOpMaLmeii o crocobe
NpelynpenTenbable Haanuc: «COmepXuT | MpUMeHEHus O3HaKOMBTECh B
JaKTO3y M caxaposy», «XpaHMTh B | HHCTPYKUHH, YCIOBUSA OTIyCKa,
HENOCTYNHOM 1M1 NETeH MecTe», WTPHX- | IpeAyNpenuTeTbHble HaJMUCH:

KOJA, MEXIYHAPONHBIM KON MapKUPOBKH M «ComepxuT nakTO3y W caxaposy»,
y4eTa JIOTUCTHYECKUX €IUHHAL] (na | «Xpanurh B HENOCTYIIHOM JHJiA [nereid

A3BIKE GTIN), | Mecte», WTPUX-KOX, MEXIyHapOIHbIiT

UIEHTU(UKALMOHHBIA HOMED YIAKOBKH (Ha | KOJ MapKHUPOBKH n ydera
aHrmuickoM sseike SN.),  IBYXMepHBIN | NOTHCTHUECKHX eHuI (Ha aHTTTHHCKOM
MaTPUYHBIA KOH, HOMYCKAeTCAd HAHECEHME | A3bike GTIN), wupmeHTMUKANHOHHBIIH

KOZOB  YMakOBOYHOIrO | HOMEp YNaKOBKH (Ha aHMIMICKOM S3EIKe
Hapnuced Ha knanadax | S.N.), ABYXMEPHBIH MaTpHYHBIA Kog,
0T 00OpYZOBAHMS | HAHECEHE] UHIUBUAYATBHEIE  KOIBI

THHOTpadun. YIAaKOBOYHOIO MaTepuana, a Takke
Halluced Ha KJlamaHaX B 3aBHCHMOCTH
OT 060pyn0BaHHs THIIOrPadUH.
Store conditions / At the temperature below 25 °C. At the temperature below 25 °C.
XPAHEHUE ITpu Temneparype ue perme 25 °C. Ipu Temneparype Be Brime 25 °C.
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SC Terapia SA

a SUN PHARMA company

400640, 124 Fabricii Street,
Cluj-Napoca, Cluj County, Romania
C.K. Tepanus C.A., PymbiHus
400640, yn ®abpuunu 124,
Knyx-Hanoka, yean Knyx, PymbiHus

CERTIFICATE OF ANALYSIS:
CEPTUDPUKAT AHAJIM3A:

BATCH CERTIFICATE
CEPTUDUKAT KAYECTBA

No. 40000959157

Name of product: FARINGOSEPT® 10 mg compressed lozenges
Haumenopanue nponykunu: ®APUHIOCEIIT®

10 mr tabrerxu aus paccacbIBaHus

Strength / Dosage: 10 mg
JHozuposxka: 10 mr

Lot / Batch number: TRG1370
Homep cepuu: TRG1370

Manufacturing Date: 10/2025
Hata npoussoncraa: 10/2025

Expiry Date: 09/2028
Hara ncredenns cpoka roaHocTH (rozewn no): 09/2028

Analysis Documentation: FS015392-10.0
HoxymenTauus, 10 KOTOPOM NPOM3BEAEH aHATUS:
FS015392-10.0 i

Pharmaceutical form: Lozenges
JlexapcTrennas dopma: Tabuetku g paccacelBaHug

Market: RUSSIA

Ctpana: POCCHUS

Marketing Authorisation Number: 1 N011249 dated 20.04.2016
Perucrpanunonnoe ynocrosepetne Homep: II N0O11249 ot 20.04.2016
Manufactured and Quality Control by: S.C. Terapia S.A., Romania
IIpou3eoxcTBo M KOHTPOIL KavecTsa: C.K. Tepanus C.A., Pymbiaus
Manufacturer License No.: 18F

Howmep nponssoncreennoit nuuensuu: 18F

Tested as per ND: II NO1 1249-200416, Var. 1-8

Amnanus nposexen o HI: [T NO1 1249-200416, Uzm. 1-8

API name: Monohydrate ambazone

Hanmenopanve A®C: AMm6azona MOHOIHApAT

API Batch No.: ABZ00324

ADC Cepus Ne: ABZ00324

Name of API manufacturer: S.C. Microsin S.R.L.

Hawnmenosanue npoussonurens A®C: C.K. Mukpocun C.P.J1.
Country of API manufacturer: Romania

Crpana npoussonurens ADC: Pymbinus

3 years.

Shelf-life /
CPOK IT'OHOCTH 3 rona.

3 years.
3 rona.

RL - Reporting limit, I10 — ITpeden omuemmocmu

T

Issued by / Date:

RESOLUTION:

CERTIFICATION STATEMENT

é@MPI‘:IE ———Quality Control Department Head:, .
PEINTEHUE: COOTBETCTBYET fore

Date of issue/ lara BbmyCKa:oﬁ& /ﬁé’ng /j@;jg’

Jo /o &T/Zﬂ 28

PyxoBoxutens Orxena kourpois k

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging 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. The batch processing, packaging and analysis records were reviewed

and found to be in compliance with GMP.
3ASIBJIEHUE O CEPTUD®HKALINU

A nacmosuyum ymeepxcoaio, umo eviuensnoxcennas UHDOPMAYUS A61EMCS NOOAUHHOT U MOYNOI].
Hannas cepus npodyxma 6eina npouseedena, 6KNIOuUAs YNaKosKky u KOHmMpons xkawecmea Ha
BLUEYKAZANHOM  NPOU3GOOCBE 8 HNONHOM COOMBEMCMEUY ¢ mpebosanuimu GMP  mecmubix
3aKOHOOaMeENbHYIX  0peaHo8  u creyupurayuimu @ Pezucmpayuonrom yoocmosepenu.,
Hoxymenmuposanue npouszeodcmeennozo npoyecca , ynakosku u ananuza OwLIO CO2NACOBAHO U
npusnano coomeemcmeyrowum GMP.

Date of issue:
Hata Boimycka:

2?/0&5‘/34%
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Qualified Person / Quality Assurance Department:
yILQMQMQ.!LeBHQEMDLOJAQH,.KQHIpOJIﬂ KavuecTna:
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