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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIH3A

Page 10of 6/ Ctp. 1 u3 6

Product: 1buclin, film-coated tablets, 400 mg +325 mg
Hoyraun®, TabneTku, NOKPHITLIE MICHOYHOIT 06010%K0i1, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301818

Batch Quantity / O6sem napruu : 767.7 Kg

040002133028

Analytical Report No / AnanuTnueckuii oryer No :

Date of Analysis / J]ata ananuza; 19.12.2023

Date of Manufacture / Jlata nponseoacrsa : 09/2023

Date of Expiry / Cpox roasoctn : 08/2028

Analysis performed according ND / Ananus poBeIeH 0

o HA: [TNO011252/01-160123

No

Test / IToxaszarens

Results/ PesyabraTny

Specification / Hopma

1 |Description/ Omuicanye

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section. /  Ta6nerxu
KancynoBHIHOH (OPMBI, MOKpbIThIE
TIEHOYHOH 060/104KOH OpaHXeBoro
UBETd, C PHCKOH Ha OHOM CTOpOHE;
Ha [ONEPEYHOM paspese — sIpo
6enoro neera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
corc at the cross-section. / Ta6neTku
KarcynoBHIHOH  (opMbl, NOKPBIThIE
NCHOYHOH  0BONOuKOH  OpaHkeBOro
UBETA, C PHCKOH HA OAHOM CTOpOHE; Ha
MONEPEUHOM paspese — sApo 6eyoro unm
104ty 6enoro Lpera.

2 |Identification /
IToanuuHOCTH

Complies as prescribed/
CoorserctByer

.|BpEMEHaM  yHepxKHBaHUs

The retention times of the main peaks on
the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay) /

Bpemena yaepaiisanus OCHOBHBIX MHKOB
Ha  XpomarorpamMme HCITBITYEMOTO
pacTBopa  NOJKHBI  COOTBETCTBOBATH
MHKOB  Ha
XPOMATOrpaMMe pacTBOpa CTAHAAPTHBIX
0Opasilos ubynpodena n napaueramona

Hpupeyanue: [Mpoaykr coarseTcTBYET TpedoBanuam HJ|

(pasaen «Konnuecreennoe
onpenesenne»)
3 |Avcrage tablets weight 968.3 mg/968.3 mr From 9409 mg to 999.] mg
Cpennsis Macca (970.0 mg = 3.0 %) /
Tabnetok Or 9409 wMr gmo 999,1 Mr
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmoyenne: OJIOBPEHO

Prepared by /
IToarotosneno:

Ankit

=

Reprint Date:.
Hara: 19.12.2023

Checked by /
Ilposepenio: Rama kant

Approved by: Manager/Executive/
Onobpeno: Menemkep / Pykosomutens
| ' Amit Kumar

j\ _\.-';\'//

Reprint Date:
Jlara: 19.12.2023

Reprint Date:
Hara: 19.12.2023
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Page2 of 6/ Crp. 2 m3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyranu®, rabaerkii, NOKPLITLHIE MIEHOMHO obonoHkoii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301818

Batch Quantity / O6bem naprin : 767.7 Kg

040002133028

Analytical Report No / AuaanTuyeckuii oruer Ne :

Date of Analysis / laTa anaausa: 19.12.2023

Date of Manufacture / llata nponssojcrea ; 09/2023

Date of Expiry / Cpox roamnocrs : 08/2028

Analysis performed according ND / Anaius nposeaen mo HI(: IT1 N011252/01-160123

4 |Disintegration /
Pacnamaemoctsb

08 min 24 sec/ 08 MuH 24 cex

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
Pacteopenne

96 % To 101 %

99 %10 103 %

Not less than 70% (Q) of C;3Hy:0;
(Tbuprofen) after 30 min /

He mMewee 70 % (Q) CisHi0;
(u6ynpoden) vepes 30 mux

Not less than 70% (Q) of CsHsNO,
(Paracetamol) after 30 min /

He wmewee 70 % (Q) CgHoNO,
(napaueramon) uepes 30 Mun

Remarks : The Product conforms to ND/
Hpuseuanue: [poaykr coorsererByer TpeboranusmM HJT

Opinion : APPROVED
3axuouenne: OJJOBPEHO

Hara: 19.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IMoprorosneno: /j [Tposepeno: Rama kant Onobpeno: Menempkep / Pykosoautess
Ankit //‘\/ Wﬁ Amit Kumar {\, N

- / //'
Reprint Date:. Reprint Date: : Reprint Date:

Jlara: 19.12.2023

Jlata: 19.12.2023
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A

[P roduct: Ibuclin, ilm-coated tablets, 400 mg + 325 mg
| Hbyrann®, tadiersn, HOKPBITHIE IUIEHOYHOH 060104uKail, 400 Mr + 325 mr

Page 3 of 6/ Ctp.3 u3 6

Batch No / Cepust Ne : V2301818

Batch Quantity / O6bem maprim : 767.7 Kg

040002133028

Analytical Report No / AnanuTnyeckuii oryer No

Date of Analysis / Jata ananu3a: 19.12.2023

Date of Manufacture / lata npoussoacrsa : 09/2023

Date of Expiry / Cpok roxnocrn : 08/2028

Amalysis performed according ND / Aragus nposeten no HJL: TIN011252/01-160123

[T 6 |Related substances /
Poncreennbie npumecu
Method 1/ Merogn 1

Method 2 / Merton 2

0.0001%

0.02%

0.05%

4-aminophenol (paracetamol impurity)
- not more than 0.005 % /

4-avmnodenon (mpuMecs napaLeTamora)
- He Gonee 0,005 %

Any individual impurity (ibuprofen or
paracelamol) - not more than 0.3 % //
JioBas €NAHUYHAS IprMech
(ubynpodera umu napaueramona) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
- not more than 0.7 % /

Cymma npumeceit (Merton [ + Merop 2)
- He Bonee 0,7 %

9 |Water/Bona

1.5%

Not more than 5.0 % /
He 6osee 5,0 %

Remarks : The Product conforms to ND/
Hpumeuanue: Mpoaykr cooTBeTcTBYET Tpebosanuam HJ|

Opinion : APPROVED
3akmodenune: OJJOEPEHO

Harta: 19.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneno: ITpoBepeno: Rama kant Onobpeno: Menemxep / Pykoeoautens
Ankit /ﬁ )‘Q Amit Kumar W

Reprint Date:. Reprint Date: ) Reprint Date: '

Jlata: 19.12.2023

Hata; 19.12.2023
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A

Paged of 6/ Crp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
11@\1&1;1{@, TABJETKH, HOKPBLITLIC MJIeHOMHOH obomouxoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301818 Batch Quantity / O6nem naprim : 767.7 Kg '

Analytical Report No / AnannTayecknii oTyer Ne : Date of Analysis / laTa ananusza: 19.12.2023
1040002133028

Date of Manufacture / Jlata npoussoacraa : 09/2023  |Date of Expiry / Cpok roasoctn : 08/2028

Analysis performed according ND / Anasnz nposegen mo HJI: IT N011252/01-160123

10 |Uniformity of dosage

units /

OnnopoanocTs Acceptance value (AV) should be not

JO3UpOBaHUA 1.5 more than 15.0 /

- Ibuprofen /ubynpocen [lokasarens npuemiemoctn (AV) somken
65ITH He Gonee 15,0

- Paracetamol/ 1.5 Acceptance value (AV) should be not

napareramos more than 15.0 /
[Toxasatens npuemneMoctu (AV) nomxkeH
6b1Th He Gonee 15,0

11 |Microbiological purity /

Muxkpo6uonoruyeckas

yucroTa*

a) Total aerobic NA Not more than 1000 CFU/g /

microbial count / He 6onee 1000 KOE/r

O61uee uucao

a3pobHbIX

MHKPOOPraHH3MOB

b) Total comhined Not morc than 100 CFU/g /

yeasts and mould count NA He 6onee 100 KOE/r

/ O6uee yncno

JPOXOKEBBIX U

[LIECHEBBIX IPHOOB

c) E. coli NA Shall be absent in 1g / OrcyrcrBue B
1r

Remarks : The Product conforms to ND/
Ipumeuanne: [poaykr cootsercrayer TpeGosanysm HIT

Opinion : APPROVED
3axawvenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Tonrororneno: A IIporepeHo: Rama kant Ono6peHo: Menemkep / PykoBoaurens
Ankit / \_ e m Q C(’ Amit Kumar e
e - /
| ol
Reprint Date:. Reprint Date: Reprint Date;
| Aara: 19.12.2023 Hata: 19.12.2023 Hara: 19.12.2023




Se
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page 50f6/Ctp.5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkanu®, TabeTKH, NOKPBIThIE IIEHOYHOi 060104Kk0i, 400 Mr + 325 Mr

Batch No / Cepust No : V2301818

Batch Quantity / O6bem naptuu : 767.7 Kg

040002133028

Analytical Report No / AnanuTH4eckuif oryer Ne Date of

Analysis / laTa ananu3za: 19.12.2023

Date of Manufacture / laTa npoussoacrea : 09/2023  |Date of

Expiry / Cpok rogsocts : 08/2028

Analysis performed according ND / Anasu3z nposeaen mo HJI: ITN011252/01-160123

12 |Assay/
KonnuecrpenHoe
oripeJieNieHHe

397.3mg/397.3 Mr

325.63 mg/ 325.63 mr

From 360.0 to 440.0 mg of C;:H;z02
(Ibuprofen) per tablet /

Or 360,0 mr po 440,0 mr C;3H;30;
(n6ympoden) B TabneTke

From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /

Or 292,5 mMr go 357,5 mr CgHoNO;
(mapaueramon) B Tabnerke

13 | Package / YnaxoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B IIBX/Al 6nucrep. Io 1
OJMcTepy B MAuKy KapTOHHYIO
BMECTe ¢  WHCTpyKUHed 1o
TIPUMECHEHUIO.

10 tablets in PVC/AL blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Ta6bnerox B [IBX/Al
6uactep. [To 1, 2 umu 20 6auctepoB B
naqky KapTOHHYO BMeCTe c
MHCTPYKIUeH M0 NPUMEHEHHIO.

14 | Labeling / Mapkuposka

According to ND. / B cootBercTeuu ¢ HJL

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue IIpu Temmepatype He Bpilte 25 °C.
16 | Shelf life / Cpoxk 5 years /5 net
TOIHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / IIpoBoaiTCs NpOH3BOAHTENEM IIPH
BBIYCKE TIepHOJMYECKH: s Kax/o# 20-0i cepun uin He MeHee 1 pasa B rojl. Ilokasatens MoxeT GbITh
He BKJIIOYEH B cepTU(HUKAT aHaJIn3a GHPMBI

Remarks : The Product conforms to ND/
IIpumeuanne: [ponykT coorBeTcTBYET TpeHoBauuam HJI

Opinion : APPROVED
3akaoyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
Hou_FOTOBneHo: 7 [Tpoeepeno: Rama kant Oﬂqﬁpeﬂoz Menemxep / PykoBoauTeNs
Ankit A otk | Amit Kumar S

[}~ i Fe"/

- Al
Reprint Date:. Reprint Date: Reprint Date: j
Hara: 19.12.2023 Hara: 19.12.2023 Jara: 19.12.2023
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJII3A

Page 6 of 6/ CTp. 6 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TabAeTKH, MOKPLITLHIE nJIeHo4YHOi 000,

noukoit, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301818

Batch Quantity / O6bem napTiiu : 767.7 Kg

040002133028

Analytical Report No / Anannthyeckuii oruer No:

Date of Analysis / lata ananuza: 19.12.2023

Date of Manufacture / Jlata nponssojicrsa ; 09/2023

Date of Expiry / Cpox romuocts : 08/2028

Analysis performed according ND / Anann3 nposejien no HJI: 11 N011252/01-160123

API name (JNN)/
Haumenosanne A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / I1apaneramon

API manufacturer batch number /
Homep cepii NMPOA3BOAHTEIS
ADC:

PIBM230183

4058/23-24

FP Manufacturer API Batch
number /

Homep cepuH cyOcTaHITHUH
nponzpogurens [JIP:

FEQA00298

FEQA00243

API Manufactured by & country /
IIpou3BoANTEIH A®C, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTHE
dapma Caiiericns Jlumnren,
Hunus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpniuna
dapmacrprotuxaic JITx., WUnnus

Remarks : The Product conforms to ND/
I pumeyvanne: [IpoJiyKT COOTBETCTBYET Tpebosanusiv HJL

Opinion : APPROVED
3akmovenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroroBneHo: \ ITpoeepeto: Rama kant Ono6peno: Menemxep / PykoBoAUTE b
Ankit ////1 L W Amit Kumar Fh_:‘:/

Reprint Date:. Reprint Date: Reprint Date:

Jara: 19.12.2023 Jara: 19.12.2023 Jlata: 19.12.2023




