Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page1of S/ Crp.1 u3 5

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxauu®, TabeTKH, IOKPbITHIE IIIeHOYHO} 060104K0ii, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2400747

Batch Quantity / O6bem maprun : 754.10 Kg

040002526866

Analytical Report No / AHaynTHYecKHit oTyer No :

Date of Analysis / JIaTa anaiansza: 21.05.2024

Date of Manufacture / llata npoussoacrsa : 04/2024

Date of Expiry / Cpox roasocru : 03/2029

Analysis performed according ND / Ananu3s nposeges no HJI: TIN011252/01-160123

Ne |Test/Iloxa3zaTenn

Results/ Pe3yabTaThi

Specification / Hopma

1 |Description/ Omncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabnerku
KANCYJNOBUAHOM (DOPMBI, TOKPLITBIE
TUIEHO4YHOH 0605104KOl OpaHXKeBOro
L(BETa, C PUCKOH Ha OJHOH CTOPOHE;
Ha TONlepeyHOM pas3pe3e — S7po
6enoro uBera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Tabnerku
KancyjgoBUAHOM  OpMBI,  IIOKPBITHIC
TUIEHOYHOW  00ONIOUKOH  OPaHKEBOro

L(BeTa, C PUCKOM Ha OJHOH CTOpPOHE; Ha
MONEPEYHOM pa3pese — 44po Genoro uiu
o4t 6enoro uBeTa.

2 |Identification /
TTognuuHoCTH

Complies as prescribed/
COOTBETCTBYET

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) /

BpemeHa ynepxuBaHsi OCHOBHBIX ITHKOB
Ha XpOMAaTOrpaMMe HCIIEITYEMOTO
pacTBopa - HOJDKHBlL ~ COOTBETCTBOBATH
BpEMEHAM  YJEpXUBaHMA TIMKOB Ha
XpOMAaTOrpaMMe pacTBOpa CTaHAAPTHBIX
o6pasnoB ubynpodeHa u mnapauneraMmosna

ITpumeuanne: [Ipoayxr cooTeeTcTByeT Tpeboanuam HJL

(pa3nen «KonuuectBeHHOE
OInpeieSISHHEY)
3 |Average tablets weight 969.5 mg / 969.5 Mr From 9409 mg to 999.1 mg
CpenHss Macca (970.0 mg +3.0 %)/
TabeTox Or 9409 wmMr mo  999,1 Mmr
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akirouenue: OJJOGPEHO

Prepared by /

Checked by /

Approved by: Mandger/Executive

Jara: 21.05.2024

I'onrotosneHo Rama [IpoBepeno: Pardeep Kumar | /Opo6peno: Menejep /

Kant NG Pykoeoautens Abltishek Chauhan
g&)\@‘/ =

Reprint Date: \ Reprint Date: Reprint Date;

Hara: 21.05.2024

JHara: 21.05.2024

pil ~ SGOAD

Talangana, Indid




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A Page2 of 5/C1p. 2 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkauu®, TabaeTkH, noKpLITHIE IVIEHOYHOH 060J049K0#, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2400747

Batch Quantity / O6bem naptun : 754.10 Kg

040002526866

Analytical Report No / AnanuTH4eckHii oT4er Ne :

Date of Analysis / Jlata ananunza: 21.05.2024

Date of Manufacture / lata nponseoactsa : 04/2024

Date of Expiry / Cpok rogsoctu : 03/ 2029

Analysis performed according ND / Ananu3 nposenen mo HJI: TIN011252/01-160123

4 |Disintegration /
Pacnamaemoctb

06 min 40 sec / 06 MuH 40 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
Pacreopenue

98 % To 102 %

97 % to 103 %

Not less than 70% (Q) of Ci3His0;
(Ibuprofen) after 30 min /

He w™emee 70 % (Q) CiaHisO2
(ubynpoden) uepes 30 MUH ‘

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO:
(mapaueramonn) depe3 30 MuH

6 |Related substances /

4-aminophenol (paracetamol impurity)

snjarsy Ml Hyaeraba

PosicTBEHHBIE MTPUMECH 0.0003% - not more than 0.005 % /
Method 1/ Merop 1 4-amMuHoGbeHON (MpUMeCh napaleTaMmorna)
- He 6ounee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / MeTox 2 0.02 % Jobast eIMHUYHAS NPHMECH
(ubynpodena uiad mapaleraMona) - HE
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.02% - not more than 0.7 % /
Cymma npuMeceit (Metoz 1 + Metoxn 2)
- ue 6onee 0,7 %
9 |Water/Bona 1.4% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumesanne: [Tponykr cooreercrayer TpeGosanusam HI[ | 3axmouenne: O/IOBPEHO
Prepared by / Checked by / Approved by: Mapager/Executive
[Mogrorosneno Rama [Mpoeepeno: Pardeep Kumar | /Opo6peHo: Mergin
Kant W/ I’ Pykosouurens Aphishek C
Reprint Date: Reprint Date: Reprint Date:
Hara: 21.05.2024 Hara: 21.05.2024 Hara: 21.05.2024
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Dr.Reddy’s Q'*."'

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIH3A

Page30of5/Crp.3 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxkana®, TaG1eTKy, NOKPHIThIE IIEH04HOl 06004KO0MH, 400 Mr + 325 Mr

Baich No / Cepus Ne : V2400747

Batch Quantity / O6sem napruu : 754.10 Kg

Analytical Report No / AHanuTHyeckui oTdeT Ne :
040002526866

Date of Analysis / lata ananu3a: 21.05.2024

Date of Manufacture / TaTta npousBogcTsa : 04/2024

Date of Expiry / Cpox roauocrs : 03/2029

Analysis performed according ND / Anasins npoeesen o HJI: [1N011252/01-160123

10 [Uniformity of dosage

units /

OnuOponHOCTb Acceptance value (AV) should be not

J03UMpPOBaHUs 1.8 more than 15.0 /

- Ibuprofen /ubynpoder [Toxasatens npueMieMoctd (AV) nosmkex
6bITH He Oonee 15,0

- Paracetamol/ 1.6 Acceptance value (AV) should be not

napalieramorn more than 15.0 /
IMoxazares npaeMneMocTi (AV) nomKeH
6uITh He Gomee 15,0

11 |Microbiological purity /

Mukpobuonoruyeckasn

yucroTa*® )

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

microbial count / He 6onee 1000 KOE/r

Obuiee yucio

a3poOHBIX

MHKPOOPTaHH3MOB

NA

b) Total combined Not more than 100 CFU/g /

yeasts and mould count He Gonee 100 KOE/r

/ Obuiee uucno

JIPOAOKEBBIX U

IJIECHEBBIX TPUOOB

c) E. colt NA Shall be absent in 1g / OTCYTCTBHE B

lr

Remarks : ‘I'he Product conforms to N/
Hpumeuanue: [Tpogyxr coorserctayet Tpebosanuam HJ{

Opinion : APPROVED
3axuoyenne: ONOBFEHO

Hara: 21.05.2024

Prepared by / Checked by / Approved by: Manager/Executive
IToaroroeneHo Rama [Iposepeno: Pardeep Kumar |/Ono6pero: Menenkep /

Kant / I - Pykosoautens Abhishek Chhuhan
Reprint Date: Reprint Date: Reprint Date:

Jara: 21.05.2024

Hara: 21.05.2024

Hrshas 1 e
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Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTU3A

Page4of 5/ Crp. 4 u3 5

Product : Ibuclin, film-coated tablets, 400 mmg + 325 mg
M6yrana®, TabaeTkH, NOKPHITHIE MIeH04Hoi 060104Koi, 400 Mr + 325 Mr

Batch No / Cepnusi Ne : V2400747

Batch Quantity / O6nem naprun : 754.10 Kg

040002526866

Analytical Report No / AHanuTHYecKHi oT4eT Ne :

Date of Analysis / lara ananu3za: 21.05.2024

Date of Manufacture / lara npousBoacrsa : 04/2024

Date of Expiry / Cpok rognocts : 03/2029

Analysis performed according ND / Ananu3s npogeaes mo HJI[: IT N011252/01-160123

12 |Assay/

onpejeseHne

KonuuecTBEHHOE

394.4 mg/ 394.4 mr

325.57 mg/ 325.57 mr

From 360.0 to 4400 mg of Ci3Hu0O,
(Tbuprofen) per tablet /

Ot 360,0 mr mo 440,0 mr CizHj0;
(ubynpoden) B Tabnerke

From 2925 to 357.5 mg of CzHgNO;
(Paracetamol) per tablet /

Or 292,5 mr po 357,5 mr CgHoNO;
(napaueramon) B Tabnerke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nuctep. ITo 1
6nicTepy B MayKy KapTOHHYIO
BMECTE C  MHCTpyKUHEeH IO
MPHMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B IIBX/Al
6nmnctep. ITo 1, 2 umu 20 6nHcTEpoB B
nauky KapTOHHYIO BMeECTE c
HUHCTPYKLHEH N0 MPHMEHEHHIO.

14 | Labeling / Mapkuposka

According to ND. / B cootBeTctuu ¢ HII.

XpaHeHHe

15 | Storage conditions /

At temperature not more than 25 °C./

ITpu Temneparype He Bbiie 25 °C.

rogHoCTH

16 | Shelf life / Cpox

5 years /5 net

* 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. / [IpoBoaHTCs MPOU3BOANTENEM NPH
BBINYCKE MEPHONMUECKU: IS Kaxol 20-ol cepuu WM He MeHee 1 pasa B ro. IToxazaTens MOXeT ObITh
HE BKJIIOYEH B cepTU(UKAT aHATH3a QHUPMBL

Remarks : The Product conforms to ND/

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /

Kant :

TTogroroeneno Rama

£ ol

Checked by /
[IpoBepeno: Pardeep Kumar

J

Approved by: Managgr/Executive
/Onobpeno: Mewemigp /
Pykosoaurens Abhighek Chaghan

Reprint Date:

™

Jata: 21.05.2024

Reprint Date:

Reprint Date: T
JMara: 21.05.2024

Hara: 21.05.2024

= | Y PRSI [ e e S
il Mo 3, vanam Hilis, b

28, Tatangienm, inthi




Dr.Reddy’s ‘%.'.

W, /! Nl

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

13 il

shan, 1P, B8 208, MDA
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxaun®, Ta6aerTkn, NOKPbITHIE IIEH0YHOIl 060104K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400747

Batch Quantity / Oobem napruu : 754.10 Kg

040002526866

Analytical Report No / AnannTuyecknii orqer Ne :

Date of Analysis / Jlara anamiza: 21.05.2024

Date of Manufacture / Jlara npox3soacrsa : 04/2024

Date of Expiry / Cpok roxHocTs : 03/2029

Analysis performed according ND / Ananu3s nposefes no HJL: [T NO1 1252/01-160123

API name (INN) /

Haumenosanue AGC (MHH): Ibuprofen / U6ynpoten Paracetamol / Ylapaueramon
API manufacturer batch number / A-4956 1215/23-24

Homep cepun npoussogutens ADC:

FP Manufacturer API Batch number /

Howmep cepun cy6cTasuuu FERAO00019 FERA00160

npouszsoanTes LJID:

API Manufactured by & country /
ITpoussoxurens ADC, cTpana:

101, Chemicals and Pharmaceuticals
Limited, India / UOJI Kemukanc 301
dapmacetotukanc Jita., Unaus

Sri Krishna Pharmaceuticals
Ltd., India / lpn Kpuuina
®apmacstotuxanc Jitn., Unaus

Remarks : The Product conforms to ND/
ITpamedanue: JIpoayKT COOTBETCTBYET TpeOOBAHNAM HI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
IToarorosneHo Rama

17

Checked by /
[Mposepeno: Pardeep Kumar

-

Approved by: Manager/Executive
/OnobpeHo: Menue
Pykosoautens Ablishek Chaphan

ep/

/F -

Reprint Date: !
Hara: 21.05.2024

Reprint Date:
Jlara: 21.05.2024 Hart

Reprint Date:
a: 21.05
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