UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTHKAJI IABOPATOPH3
(A Division of J.B.Chemicals & Pharmaccuticals Ltd.)
(Ornenenne dupmer «J[x.B.Kemuxanc onx ®apmacsrotniaie Jiti.)
Bopnu, MymGaii 400 030, Mraus — Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIA3A
QUALITY CONTROL DEPARTMENT

OTIEJ KOHTPOJIA KAYECTBA

Name of the Product

Hazpanue npenapara

JOCET® Active .
film-coated tablets, 30 mg +100 mg +2 mg (blister) 10 x 2
(carton)

IKOCET® AkTHB

TadJeTKH, NOKPBIThIE IICHOUHOI 000.104KOH,

30 mr+100 mr+2 mr (6ancrep) 10 x 2 (nayKa KAPTOHHAA)

Reogistration certificate number
and date
Homep u gara PerucrpausoHHoro

JII-N2(002353)~(PI'-RU) ot 17.05.2023

YAOCTOBCPCHHA _ B

[Batch PIV25001
Cepus r o
Manufactured 02/2025 Valid to 01/2028
[IpouzBeneno - __+Foncn Jils] i ) B
Analytical Report Ne 10FP25001282 Date 11.04.2025
AnanutHaeckuil Otger Ne | Hara

importing country
CrpaHa-uMItopTep

Russian Federation
Poccuiickas ®enepanus

[ API, manufacturer of API (Batch
No):

HanMeHoBaHUE akTHRHOH
cyOctaHmu, npoussoautens (Cepus
Ne):

Ambroxol - Anuh Pharma Ltd., India (CEP'ABX 015 B 24)
Ambpoxcon — Anyx @apma JIta., Huaua (CEPABX 015 B 24)
Guaifenesin - Synthokem Labs Pvt. Ltd., India (B/GN/04/24/070)
['Baiidpencesun - Cunrokem Jlade I1sr. JIta, Uuaus (B/GN/04/24/070)
Salbutamol - Supriya Lifescience Ltd., India (SLL/SS/0423036)
Canp0ytamon - Cynpus Jlaideaiienc JItn, Muausa (SLL/SS/0423036) ‘

Manufacturer (all stages including
Release Quality Control)
[IpousBonKTe/b (BCE CTALNH, BIJTIOHAsN
BLITYCKAIIIMA KOHTPO/IL KAYeCTBA)

JITI-Ne(002353)-(PT-RU)-170523 \

Manufacturer

Unique Pharmaceutical Laboratories (A division of J. B.

[Ipon3seoauTens Chemicals & Pharmaceuticals Ltd.), India
FOuux ®apmacerotukan Jladoparopus (Otnenerne dupMel «J[x.
o b. Kemukanc sun Capmaceiotukaic Jlta.»), Hemes
Site address Plot Ne 215-219, G.I.D.C. Industrial Area, Panoli -394 116, Dist.:
AJpec NpoH3BOICTBEHHOMH Bharuch, India
IUTOINATIKK Vuacrok Ne215-219, I'M.JL.K. Huapacrpuan Apea, Tlanomm -

394 116, oxpyr: Bxapyy, Hunus.

Manufacturing license number
Homep npou3BoACTBEHHOM THIEH3HK

| GMP/EAEUMRU/00600-
2022

G/1430 GMP certificate No.
GMP ceprHdukar Ne

Storage
| XpareHue

At temperature below 25°C.
ITpu Temneparype He Bbie 25 °C.

| Shelf (storage) life
Cpok roJIHOCTH (XpaHeHHs)

CtpaHuualms 3

3 years
3 roga




TESTS RESULTS SPECTFICATION
NMOKA3ZATEJIH PE3Y.JIbTATHI HOPMbI

Appearance Round biconvex pale yellow (| Round biconvex pale yellow coated tablets, with break-
coated tablets, with break-line || line on one side.
on one side. '

Onncalme K]Jer[BIE ABOAKOBEITIYKITEIE prl"ﬂHB ABOAKOBBITYKIIBIS Tﬁﬁ."[eﬂ(?l, NOKPRITEIE
TabaeTkH, NOKPhITHIE [| 0G0NOUKON CRETIIO-KENTOre 1BETa, ¢ PUCKOH Ha oyHol
obonoukoi CBETIIO-XENITOrO || CTOPOHE.

UBETd, © PUCKOH na ounoi
CTOPOHE.
Identification Keeps requirements Retention times of the main peaks in chromatogram of
HPLC sample solution should correspond to the retention times of
guaifcnesin, ambroxol and salbutamol in chromatogram of
standard solution,

HoenTudukanns BuLiepxusaer TpeGoBating || BpeMeHa  yACPAHBaHMA  OCHOBHBIX — NMKOB  HA

BOXX XpOMATOrpaMMe  HCTBITYEMOr0  pacTBOpa  IQIDKHEI

COOTBETCTBOBATE  BPEMEHAM  YACDHHBANMA  [IHKOB
reatideresuna, amOpokcona w  came@ytamona  Ha

XpoMaTOrpaMMeE CTAHTapPTHOTO PACTRODA.

MPH BLICYILIHBAHHH

Average mass of 306.24 mg 309.0 mg £ 5 % (293.6 to 324.5 mg)
the tablet
Cpeanssn macca 306,24 mr 309,0 Mr 5 % (or 293.6 10 324,5 Mr)
TADJIeTKH
Disintegration 1 min not more than 30 min (with dises)
PacnagaemMocTe 1 muH He fosee 30 MUI (€ J(HCKaMH )
Dissolution
Guaifenesin 93 % Not less than 75 % (Q) of the declared content of each
Ambroxol hichl 9% % active substance in 45 min.
Salbutamol 92 %
PacTBopenne
[Baiidensun Q95 % He menee 75 % (Q) OT 3aABIEHHOTO KOMMIECTRA KAI0TO
Awmbpokcona r/xa 9% % JeHCTBYIQIIErD BellecTRa uepes 45 MAH.
CanpfyTamon 92 %
Related substances 02% Guaifenesin Impurity B — not more than 1.5 %
0.00 % Guaiacol — not more than 0.2 %
0.00 % Salbutamol Impurity B — not more than 1.0 %
0.00 % Ambroxol hydrochloride Impurity B — not more than 0.5
%
0.00 % Individual unspecified impurity - not more than 0.2 %
Total impurities (excluding Guaifenesin Impurity B) — not
0.0% more than 1.5 %
PoacTBeHHbIE 0,2 % Ipumeck B realideresnna — ne Gonee 1,5 %
IpHMECH 0,00 % Ieasxon — ne Gonee 0.2 %
0,00 % TIpumecs B canpOyramona — He Honee 1,0 %
0,00 % Tpumeces B amOpokcona ruapoxiop4ia — ne donee 0,5 %
Eaunuunas nenjerrndumposanaas npumecs — re Gonee
0,00 % 0,2 %
Cymma mpumecelf (32 HCKTIOUEHHCM OpHmecd B
0,0 % reaiidenesnia) — ve Gonee 1,5 %
Loss on drying 1.27 % Not more than 5.0 %
IMoreps B Mmacce 1,27 % He Gonee 5,0 %

Crpanmua 2 3 3

o

TEUTIE
,éi;'@\'\;als & -’f

== (Muneal

. 7 o
% e e
GRS

6
A

'@"!manﬂ



TESTS RESULTS SPECIFICATION
NOKA3ZATEJIH PE3YJIbTATBI HOPMBI

Uniformity of

dosage units In accordance with requirements of St.Ph.RF

Guaifenesin AV:35%

Ambroxol h/chl AV:92%

Salbutamol AV:29%

OaHopoaHOCTE

CAHHHLL

AOHPOBAHI B cooTreTcTBHH ¢ TpeboaHUAMHE ['D PD.

['sajipensnn AV:35%

AmOpokcoia r/xn AV:9.2%

Cane6ytamon AV:29%

Microbiclogical Category 3A

purity <10 CFU/g Total Aerobic microbial count —not more than 1000 CFU/g
<10 CFU/g Total yeast and mould count— not more than 100 CFU/g

Absent/g E.coli — should be absent/g

MuxpoGHoaornue- Kareropus 3A

CKas YucToTa Ofniee qHCI0 aIpOOHBIX MUKPOOPraHH3MOB — He Ooree
<10 KOE/r 1000 KOE/r

Ofiee YUCIO APONGKERBIX M IUIECHEBEIX IpHOOB — HE

<10 KOE/r Gonee 100 KOE/T

OtcyTetByeTB 1 T

Orcyrereue E.coliB L T

Assay
Guaifenesin 96.6 % 90.0 % to 110.0 % of declared content of each active
Ambroxol h/chl 99.3 % substance
Salbutamol 99.5 %
Konndecrsennoe
ompeaeieHHe
I'BaiideH3HH 96,6 % 01 90,0 % mo 110,0% OT 3asABIEHHOIO KOJHYECTBA
AmOGpokcona r/xi 99.3 % KaykI0T0 IeliCTBYIOMEro BemecTBa
CansbyTtamon 99,5 %
Storage At temperature below 25°C. [ At temperature below 25°C,
Xpanenue Ipu temneparype He sbiite 23 | [pa Temmepatype ge Beime 25 °C.
"
Shelf (storage) life |[3 years 3 years
Cpok roAHOCTH || 3 roga 3roma
(xpanenus)

The above sample complies with the prescribed standards of quality
BrimeykazauHbiit 06pazel COOTBETCTBYET YCTAHOBIEHHDBIM CTAHAAPTAM KAYECTBA

1 hereby certify that the above information is authentic and accurate, This batch of product has been manufactured, including packaging/Tabelling and
quality control at the above-mentioned site in full compliance with the requirements of Good Manufacturing Practice of the Eurasian Economic Union
and the requirements for quality control of medicines and with the specifications in the Marketing Authorisation of the importing country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP of the Eurasian Economic Union,

HacTosumy # NOATBEPHIALD, MTO HPHBE/ICHHAA BEIIIE HHAOPMALIHA ABJACTCH JOCTOBEPHON H TOUHOH, 3Ta cepua NMPOyKLUMH MPoH3Be leHa (BKMoYan
YIAKOBKY (MAPKMPOBKY) M KOHTPOIb KA4ECTBA) HA BLILIEYKA3aHHOI IPOH3BOICTBEHHOM NNOWANIKE B IOJIHOM COOTBETCTBHH ¢ TpeGopannamu ITpaski
HaonexKamei npou3BOACTBEHHON IPAKTHKH EBPa3uiCKOro SKOHOMHUYECKOTD COK3a M TPeOOBAHMAMH KOHTPOJIA KAYECTBA JICKAPCTBCHHBIX CPEIICTB,
8 TAIOKE B COOTBETCTBHM CO CNIEUH(HKALHAMK, CONEPIKAMMMUCA B PErHCTPALMOHHOM JOCHE CTPAHBI-HMIIOPTEDA. 3AITHCH 10 NPOH3BOICTRY, YIIAKOBKE

W QHATH3Y MPOBEPEHEI,
IKOHOMHHYECKOTO COI03A.

W03y

Mr. A. P. SHAH

QUALITY CONTROL MANAGER
MEHE/KEP [I0 KOHTPOJIIO KAYECTBA
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000 «lOHUK PAPMACBLIOTUKAN NABOPATOPU3»
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KOpuanyeckui aapec:

Poccun, Mockea 127008, yn. Teepcxan, A.18, kopnyc 1, ka8. 609
Ten/bakc (495) 642-82-34, Ten. {495) 642-82-35

MHH/KTIMN 7703550219/771001001 662 18 11

CI'PH 1057746834420

(

HOII,TBE])DK}IEH HE COOTBLTCTBHA

BBOINMOTC JICKADCTEEHHOIO penapaTa TpeﬁOBaHHSIM,
YCTAHORICHABIM NIPH €10 rocynachBeHnuﬂ perucTpannry

Ne 1697 o (/0. 072025

Cornacuo [ocranornenus Mpasutenscria PO ot 26.11.2019 Ne1510 «O nopaaxe BBoza B rpaxaaHckiit 06opor
NEKAPCTEEHHEIX IPEMAPATOR fUIA MEAHLHCKOrO IIPHMEHCHHLY.

TOp I'0BOE HAMMCHOBAHHE

JIKOCET® Arrus

MexTyHapoAHOE HEellaTeATOBAHHOE
HAMMEHOBAHUE (TPYTINHPOBOYHOS
WAH XHMHYECKOE)

Ambpokcon + I'saiftpenesun + CannlGyramon

JexapcTeeHHas popma

TabneTky, MOKPBITHE MIEHOYHOH cB0m04KoH

Jo3upoBka

30 Mr +100 Mr+2 Mr

PopMa BEITTYCKa

TabneTkn, TOKphITHE MIeHOUHOIH 0Bonoukei, 30 Mr+ 100 Mr + 2 Mr (Gnuctep)
10 x 2 (nauka KapTOEHasN)

Howmep cepuu PJV25001

OfbeM cepUn 9202

Jlara BBITYCKa 02/2025

TopmeH Ac 01/2028 (31/01/2028)

HaumenoraHHe W agpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
NPOH3BOAHTENS Pharmacenticals Ltd.), India

(Bce cTaauK POA3BOACTEA)

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli, Mumbai 400
030, India

Kk ®apsackiotikan Jlaboparopus (Oraenenne gupmet «Ix. B, Kemuxanc
ang QapMaceroTHRANC JITN.»), Hugna

Hunam Cenrep, Kpeine “B”, 4 3rax, Xuaa Caiikn Poyn, Bopiy, MymGai
400030, Mpana

Site address
Anpec NPOH3BOJCTBEHHOR
NIOILAKE

Plot Ne 215 - 219, G.LD.C, Industrial Area, Panoli
India

Vaactok Ne 215 - 219, T M JLK. Hugactpuan Apea, [Maronu — 394 116, okpyr:
bxapyy, Hunna

394 116, Dist.: Bharuch,

Homep u parta perdcTpalHOHHCTO
YAQCTOREPEHUS

JIM-Ne(002353)-(PT-RU) ot 17.05.2023

Homep HOpMaTHBEOH JOKYMEHTALHH

JITT-Na(002351)-(PT-RL)-170523

HanmeHozaHHe K afpec xepxarens
PETHCTPALMOHHOTO YAOCTOREPEHHA

Unique Pharmaceutical Laboratories (A division of I. B. Chemicals &
Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli, Mumbai 400
030, India

HOnuk ®apmacelotekan JaGoparopuz (Orneneume dupmel «Ix. B, Kemuxane
3u7 DapmaceTaranc Jitan), Hagus

Henam Centep, Kpemo “B”, 4 Jraw, Xung Caitkn Poyn, Bopnn, Mymbaii
400030, Muaus

OTeeTcTBEHHOE MU0 AcTprdboTopa OO0 «Onnk Qapmaceiotakan JlaGopatopui» — CMApHOBA AL A., MEHEIKED 110
ofiecrieueHHIO KaueeTra, npikas No 6-0J1 o1 01.04 2024

C ynamenuen],

Menemxep no ofecnedeHHKD KAYECTRA
000 «}0uux £apMﬂct.mTHKaJ1 JlaGopaTopni»

CwvupHopa A A.




