Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Page10f6/Crp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxaun®, TabieTkH, NOKPbIThHIE NJIeH04HOil 060104K0if, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400143

Batch Quantity / O6sem naprun : 769.55 Kg

Analytical Report No / AHannTu4eckuii oTueT No :
040002421924

Date of Analysis / [laTa anangsa: 21.02.2024

Date of Manufacture / Jlata npousBoactea : 02/2024

Date of Expiry / Cpox rogaocts : 01/2029

Analysis performed according ND / Ananu3s nposejer mo H/I: IT N011252/01-160123

TabNeTox

Ne  |Test/ITokasareanb Results/ PeayabTaThl Specification / Hopma
1 |Description/ Onucanue |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the  cross-section../  Tabnerku|core at the cross-section. / TaGnerku
KarncynoBUAHON (OPMBI, NOKPBITHIE |KANCYNOBUAHOK  GOPMbL,  ITOKDBITHIE
IJIEHOUHO} 060JI0UKOii OpaHXKEBOTO|MJIEHOUHOH  000M04Kkoil  OopamxeBoro
1iBeTa, C PUCKOH Ha OHOU CTOPOHE;|l|BETa, C PHCKOH Ha OQHOW CTOPOHE; Ha
Ha [IOIEPEeYHOM pa3pe3e — SApo|MONepedHOM paspese — sapo 6enoro uiu
Gentoro usera. oYTH GENOro LBETA.
2 (Identification / Complies as prescribed/ The retention times of the main peaks on
INonmuHHOCTD CooTBETCTBYET 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 yaepxuBaHusi OCHOBHBIX TTHKOB
Ha XpoMaTorpamme HCIIbITYEMOro
pacTeopa  OOMKHBl  COOTBETCTBOBATDH
BpEMEHAM  yJNep)KMBaHUA [MKOB HA
XpOMaTorpaMMe pacTBOpa CTAHHAPTHBIX
o6pasioB ubynpodeHa u napaueraMmona
(pazmen «KonuuecTseHHOE
OINpeNeNIEHHEN)
3 |Average tablets weight 969.2 mg / 969.2 Mr From 9409 mg to 9991 mg
Cpenusist Macca (970.0 mg+ 3.0 %) /

Or 940,9 wMmMr 1o
(970,0 Mr £ 3,0 %)

999,1  Mr

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr cootBercTByeT Tpeboranuam HJ[ | 32

Opinion : APPROVED

kawdenne: OJJOBPEHO

Hara: 21.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneHo; & [TpoBepeHo: Rama Kant OpoGpero: Menemxkep / PykoBoguTes
Ankit u.Lt Manoj Kumar 4 ‘}__ﬁ_
Reprint Date:. Reprint Date: =R Reprint Date: ~—

Hara: 21.02.2024

JlaTa: 21.02.2024

o 3, Banjara Hills, Hyderabad -

EO0034, Telangana, Fadia

il drraddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page2 of 6/ Ct1p. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

HMoyrauu®, TabaeTkn, NOKpbIThie N1eHoYHo# 06oaoakoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2400143 Batch Quantity / O6sem naprun : 769.55Kg

040002421924

Analytical Report No / AnanuTH4eckuii oTyer No : Date of Analysis / Jlata ananu3a: 21.02.2024

Date of Manufacture / Jlata nponssoactea : 02/2024  |Date of Expiry / Cpox roauocry : 01/2029

Analysis performed according ND / Ananus npoeegen no HJ: IIN011252/01-160123

98 % to 101 %

4 |Disintegration / 07 min 10 sec/ 07 muu 10 cex  |{Not more than 30 min /
Pacrla,uaemocm He 6onec 30 Mus

5 Dissolution / 99% To 101 % Not less than 70% (Q) of Ci3H 150,
PaCTBOpeHHC (Ibuprofen) after 30 min / !

(uBynpoter) uepes 30 MUH

(Paracetamol) after 30 min /

(mapaneramon) 4epes 30 MuH

He wMewee 70 % (Q) Ci3sHyO,
Not less than 70% (Q) of CsHoNO,

He wMegee 70 % (Q) CsHoNO,

Remarks : The Product conforms to ND/
Ilpumeyanne: [Ipoaykr coorBeTcTBYeT TpeboBaHuaM HJI

| Opinion : APPROVED

3axkmoyenue: OJIOBPEHO

Prepared by / ﬁ Checked by /
IToaroroBnexo:; IIporepeno: Rama Karit
Ankit il Rt C

Approved by: Manager/Executive/
Opobpeno: Menemkep / PykoBoantens
Manoj Kumar

LI

Reprint Date:. Reprint Date:
Jara: 21.02.2024 Harta: 21.02.2024

Reprint Date: e

Hara: 21.02.2024

sEana, ndia




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIH3A

Page3of 6/ Crp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yxana®, Tabaerku, NOKpLITHIE [I1eH04HOi 06010uK0i, 400 Mr + 325 mMr

Batch No / Cepusa Ne : V2400143

Batch Quantity / O6bem napruu : 769.55 Kg

——

040002421924

Analytical Report No / Ananurudecknii oryer Ne :

Date of Analysis / JlaTa ananuza: 21.02.2024

Date of Manufacture / lata npoussoactsa : 02/2024

Date of Expiry / Cpoxk roasocrs : 01/2029

Analysis performed according ND / Anasnn3s nposenen no HJI: [1 N011252/01-160123

6 |Related substances /
PoncTeeHHbIE IPUMECH
Method 1/ Meton 1

Method 2 / Metox 2

0.001%

0.04%

0.04%

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

4-amuodeHo (MpHUMECh NapaleTaMmosa)
- ge 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eAMHUYHAs npumMech
(ubynpodeHa WK mapaueTamona) - He
6onee 0,3 %

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

Cymma npumeceil (Meron 1 + Metog 2)
- He 6onee 0,7 %

9 |Water/Boga

1.4%

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

Remarks : The Product conforms to ND/
Ipumeyanne: [Ipoaykr coorseTcTByeT Tpeboranuam HJI

Opinion : APPROVED
3akmouyenue: OJOBPEHO

IaTa: 21.02.2024

JHara: 21.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[MToarotoBneHo: ﬂ [TpoBepeno: Rama Kant Ono6peHo: Menemxep / PykoBoauTes
Ankit : Quu!ll(r Manoj Kumar o
Reprint Date:. Reprint Date: e Reprint Date: S————

Hara: 21.02.2024

s, Hyderghad - EO0034, Telangans, India




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS "

CEPTHOUKAT AHAJIW3A

Page4 of 6/CTp. 4 U3 6

’?roduct: Ibuclin, film-coated tablets, 400 mg + 325 mg

Moy nnn®, TabaeTiH, NOKPLIThIE IIeHOUHOi 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400143 Batch Quantity / OGbem maprun : 769.55 Kg

Analytical Report No / AHangTH4YecKuil oT4eT Ne :
040002421924

Date of Analysis / lata ananusa: 21.02.2024

Date of Manufacture / Jlata npousBoacTsa : 02/2024

Date of Expiry / Cpok rognocth : 01/2029

Analysis performed according ND / Ananus nposeaen no HJI: I NO1 1252/01-160123

10 |Uniformity of dosage

units /

OIHOPORHOCTE Acceptance value (AV) should be not

JO3UPOBARUS 1.5 more than 15,0 /

- Ibuprofen /ubynpoden ITokaszarens npuemaemocTh (AV) nomxeH
BriTh He Oonee 15,0

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

napaneramon mare than 15.0 /
[Mokazarems npuemnemoctv (AV) nomxen
65iTh He Bonee 15,0

11 |Microbiological purity /

Muxpobuosnoruyeckas

ympcroTa* NA

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

microbial count / He 6osiee 1000 KOE/r

O61mee yucno

aspobHBIX

MHKPOOPTaHHW3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1ee yucno

IPOMNOKEBBIX H

IIECHEBBIX rpHOOB NA

¢) E. coli Shall be absert In lg / Oreyrersue B

ir

Remarks : The Product conforms to ND/
IIpumeyanne: [IpoaykT coorreTcTBYeT TpeboBaHmaM HJI

Opinion : APPROVED
3akiawouenne: OJOBPEHO

HMara: 21.02.2024

Hara: 21.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[TogrotosyieHo: ﬁ / IIpoBepeno: R amj ﬁjﬂ Opno6peno: Menemxep / PykoBogurens
Ankit \.Qt Manoj Kumar é, Eg/_;fi _
Reprint Date:. Reprint Date: w Reprint Date: '

Harta: 21.02.2024




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUGHKAT AHAJIM3A

PageSof 6/ Crp. S 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ynu®, TabneTKH, HOKpbITHIE ILIeHOYHOH 060104K0f, 400 Mr + 325 Mr

Batch No / Cepunst Ne : V2400143

Batch Quantity / O6bem mapruu : 769.55 K

040002421924

Analytical Report No / AnannTnuyeckuii orger Ne :

Date of

Analysis / laTa anannsa: 21.02.2024

Date of Manufacture / [lata nponssogcrsa : 02/2024

Date of

Expiry / Cpox roguocrs : 01/2029

Analysis performed according ND / Anasn3 nposesen o HJI: ITN011252/01-160123

12 |Assay/
KomiuectBeHHOE
onpelesyeHHe

397.8 mg/397.8 Mr

324.36 mg/324.36 Mmr

From 360.0 to 440.0 mg of Ci3H;50;
(Tbuprofen) per tablet /

Or 360,0 MIr 1o 440,0 mr C13H1301
(u6ynpodeH) B TabneTke

From 292.5 to 357.5 mg of CgHoNO;
(Paracetamol) per tablet /

Or 2925 mr mo 357,5 mr CsHoNO;
(napaueramon) B TabyeTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B IIBX/Al 6nuctep. Ilo 1
6mMcTepy B Ma4yKy KapTOHHYIO
BMECTE C  HMHCTpyKIueH 1o
NPUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / TTo 10 Tabnerok B [IBX/Al
6nucrep. Ilo 1, 2 unn 20 6iKcTeEpOB B
nayxy KApTOHHYIO BMECTE c
HHCTPYKIHEN MO NPHMEHEHHUIO.

14 | Labeling / MapkupoBka

According to ND. / B cootserctsu# ¢ HII.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHenue IIpu TeMnepatype He Boime 25 °C.
16 | Shelflife / Cpok 5 years / 5 ner
CONHOCTH

* 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. / [IpOBOIHTCS IPOM3BOJHTENEM TPH
BBINMYCKE IEPHOJMYECKH: i Kaxnol 20-oif cepuu Had He MeHee 1 pasa B rOA. Tlokazarens MOXeT OBITh
He BKJIIOYEH B cepTUdHUKAT aHanu3a GUpMbl

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusaM HI

Opinion : APPROVED
3akawyenne: OJOBPEHO

Harta: 21.02.2024

IlaTa: 21.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroropjeHo: ﬂ ITpoeepeno: Rama Kant Opo6peno: Menemxep / PykooapTes
Ankit Ru}h&t Manoj Kumar @J__
Reprint Date:. Reprint Date: T Reprint Date: —

Jara: 21.02.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIA3A

Page 6 of 6/ C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxnun®, Tabaerky, NOKPhLITHIE IL1eHOYHOI 0001049K0i, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2400143 Batch Quantity / O6sem napran : 769.55 Kg
Analytical Report No / Ananuruyecknif oTyer Ne : Date of Analysis / JJaTa ananusa: 21.02.2024
040002421924

Date of Manufacture / lata npousBoacTsa : 02/2024  |Date of Expiry / Cpok roAHoCTH : 01/2029

Analysis performed according ND / Anaans nposegen no HJI: I1N011252/01-160123

API name (INN)/

Hanmenosanue ADC (MHH): Ibuprofen / U6ynpopen Paracetamol / IlapaneTamon
API manufacturer batch number /
Homep cepun npon3BOANTENS PIBM230404 0883-23-24
ADC:
FP Manufacturer API Batch
number /
El 0 e o FEQA00582 FEQAO00650
npoussoanTens I'JIP:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OxTup India / IlIpu Kpnuna
IIpoussogurens APC, crpana: ®apma Caiiencus JInMuten, dapmacsrotukanc JIta., Manus
WUnnusa
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue; [TpoaykT cooTReTcTBYeT Tpetosanusam H[ | 3akmouenue: O/IOBPEHO
Prepared by / A Checked by / Approved by: Manager/Executive/
IloaroToBiieHO: [Tposepeno: Rama Kant Opobpeno: Menemxkep / PYKOBOZHTE b
Ankit 3-‘ ]:ﬁﬂt Manoj Kumar @: i!gj
Reprint Date:. Reprint Date: (e Reprint Date: .
ata: 21.02.2024 Hata: 21.02.2024 Hata: 21.02.2024

003507
cem




