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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykAnn®, TabaeTKH, HOKPBITHIE MeHO4HOH 060104K0il, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302299

Batch Quantity / O6nem napruu : 768.8 Kg

Analytical Report No / AnannTH4eckuii oTqeT Ne :
040002291181

Date of Analysis / {aTa aHanu3a: 28.11.2023

Date of Manufacture / {ata npoussojcrsa : 10/2023

Date of Expiry / Cpok roauocrs : 09/2028

Analysis performed according ND / Anasmz nposeen mo HII: [TN011252/01-160123

Ne  |Test/ Iloka3aTeJb Results/ Pe3yabTaThl 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. / TabGnerku
KancynoBHAHOH (OpPMbI, NMOKPHITHIC|KANCYNOBHAHOH  (OPMbI,  TIOKPBITHIC
NnneHoYHOH 060/I04KOl OpaHXeBOro|nneHouHoif  0BONOYKOH  OpaHMXeBoro
LLBETA, C PUCKOM Ha OHOW CTOPOHE;|L|BETA, C PHCKOH Ha ONHOH CTOPOHE; Ha
Ha TMOMNEpevyHOM pa3pe3e — SAPO|NONEPEeuHOM paspese — sApo Oesnoro ui
Oenoro ngera. nouTH 6enoro nBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IToaTHHHOCTH 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) /
BpeMmeHa ynepx1BaHHS OCHOBHBEIX MMKOB
Ha XpoMarorpaMMe  HUCIEBITYEeMOro
pacTBOpa  AOMKHbL  COOTBETCTBOBATH
BpEMEHaM  YIAEPXHBAaHMUA ITHKOB Ha
XpOMATOrpaMMe pacTBOpa CTaHAAPTHBIX
obpa3nor ubynpodeHa d napayeramosa
(pazzmen «KonnuecTBEHHOE
OIIPENEIICHHEY)
3 |Average tablets weight 969.7 mg / 969.7 Mmr From 9409 mg to 999.1 mg
Cpenuss Macca (970.0 mg+3.0 %)/
TabneTok Or 940,9 wmMr gmo 9991 MD

(970,0 mr + 3,0 %)

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykt cooTsercTByeT TpebGosanmsam HJL

Opinion : APPROVED
3axiroyenue: OJJOBPEHO

Nara: 28.11.2023

Hara: 28.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[TogroToeneHo: IIposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykopo IHTeNnb
Rama Kant Manoj Kumar ,,(?

5 &= el
Reprint Date:. Reprint Date: Reprint Date:

Nara: 28.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOykaHH®, TaGIeTKH, MOKPHITHiE NMIeHOYHOH 000a04K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2302299

Batch Quantity / O6bem napTuu : 768.8 Kg

040002291181

Analytical Report No / AHannTu4eckui or4er Ne :

Date of Analysis / laTa anann3a: 28.11.2023

Date of Manufacture / lata npoussoacrsa : 10/2023

Date of Expiry / Cpok rogsocts : 09/2028

Analysis performed according ND / Ananuns nposejen no HJI: ITTN011252/01-160123

4 |Disintegration /
PacnafaeMocTh

07 min 05 sec/ 07 mun 05 cek

Not more than 30 min /
He Gonee 30 musa

5 |Dissolution /
PacTropenune

96 % To 99 %

97% to 101 %

Not less than 70% (Q) of Cp3Hiz0»
(Ibuprofen) after 30 min /

He mewee 70 % (Q) CisHiO:
(ubynpoder) yepes 30 mun

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

He w™enee 70 % (Q) CsHoNO;
(napauertamon) 4yepe3 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanne: ITpoaykt cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED -
3axouenue: OJOBPEHO

Jara: 28.11.2023

Jara: 28.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IMoaroToBaeHo: UJ\ ITpoeepeno: Pardeep Kumar | OmoGpeno: Meremiep / PykoBozurens
Rama Kant (gl}d,/ J/ Manoj Kumar 2 Up

! =y ( Eﬁg,g
Reprint Date:. Reprint Date: Reprint Date:

Jlata: 28.11.2023
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Tel; +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykana®, TaGieTKH, NOKPLIThHIE IUIEHO4YHOI 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepast Ne : V2302299 Batch Quantity / Oobem naptun : 768.8 Kg
Analytical Report No / AnanuTuyecku oTyer Ne : Date of Analysis / lata anaausa: 28.11.2023
040002291181

Date of Manufacture / [laTa nponsBoacrsa : 10/2023 | Date of Expiry / Cpok rofgHoCTH : 09/2028

Analysis performed according ND / Ananus nposegien no HJI: TIN011252/01-160123

6 |Related substances / i 4-aminophenol . (paracetamol impurity)
PoncTBeHHBIC IPUMECH 0.0001% - not more than 0.005 % /

Method 1/ Meton 1 4-amuHoenon (MpUMecs napareTamona)
- ge 6onee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eAMHMYHas NIPUMECE
(nGynpodena uiM napaneramosa) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /

Cymma npumeceit (Meton 1 + Metox 2)
- e 6onee 0,7 %

9 |Water/ Boaa 1.6 % Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeyanue: [Iponykr cooTseTcTryeT TpeGosanuam HJI | 3akatouenne: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IToaroToBieHo: wj [lposepeno: Pardeep Kumar | OmobpeHo: Meremxkep / Pykosoantens
Rama Kant @M\\ > B Manoj Kumar 2
n e

Reprint Date:. Reprint Date: Reprint Date:
Jara: 28.11.2023 Jara: 28.11.2023 JlaTa: 28.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykaun®, TabeTkn, NOKphITHIE NIeHOYHOMH 060.104K0i, 400 Mr + 325 mr
Batch No / Cepusi Ne : V2302299 Batch Quantity / O6bem naptumu : 768.8 Kg
Analytical Report No / AHaiuTRHYecKuii oT4yeT No : Date of Analysis / laTa ananu3a: 28.11.2023
040002291181
Date of Manufacture / /laTa npoussojersa : 10/2023  [Date of Expiry / Cpok roanocrn : 09/2028
Analysis performed according ND / Ananus nposegen mo HJI: TIN011252/01-160123
10 |Uniformity of dosage
units /
OnHopoaHOCTh Acceptance value (AV) should be not
JI03HPOBaHUA 2.1 more than 15.0 /
- Ibuprofen /ubynpodien Tokaszaren, npremiueMocty (AV) mposken
ObiTh He Hoee 15,0
- Paracetamol/ 2 Acceptance value (AV) should be not
napayeTamon more than 15.0 /
Toxaszarens npuemiaemMoctd {AV) nosmxed
65ITh He 6onee 15,0
11 |Microbiological purity /
Mukpobuonoruueckas
yncrora*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6uiee 4ucno
a3poOHBIX
MHKPOOPraHH3MOB
b) Total combined NA Not more than 100 CFU/g /
yeasts and mould count He 6onee 100 KOE/r
/ Ob1ee uucno
JPOXOKEBEIX H
IJIECHEBBIX TPHOOB
c) E. coli NA Shall be absent in lg / OTCyTCTBHE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyannue: [TpoaykT cooTseTcTBYeT TpeGosanusm HII | 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IloaroroBneHo: U} [posepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoauTess
Rama Kant M@g/ - Manoj Kumar @ %""L—
Reprint Date:. Reprint Date: Reprint Date:
Hara: 28.11.2023 Hara: 28.11.2023 Jlata: 28.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2500, Fax: +91 40 4300 2599, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
W6yicinn®, Ta6ieTku, NOKPhITHIE IIeHOYHOH 00010uK0i, 400 Mr + 325 Mr
Batch No / Cepusa Ne : V2302299 Batch Quantity / O6bem napram : 768.8 Kg
Analytical Report No / AHanuTu4eckui oTyer Ne : Date of Analysis / lara avanusa: 28.11.2023
040002291181
Date of Manufacture / laTa mpou3sojcrsa : 10/2023  [Date of Expiry / Cpox rognocts : 09/2028
Analysis performed according ND / Auanu3 nposenen no HJL: T NO1 1252/01-160123
12 |Assay/ 391.1 mg/391.1 mr From 360.0 to 440.0 mg of CisH;sO:2
KonnuecTBeHHOE (Ibuprofen) per tablet /
olnpene/icHHe Or 3600 mr mo 440,0 mr CiHisO:z
(ubynpoden) 8 Tabnerice
317.50 mg/ 317.50 mr TFrom 292.5 to 357.5 mg of CiHoNO;
(Paracetamol) per tablet /
Ot 292,5 mr mo 357,5 Mr CsHoNO:
(mapauetamon) B tabnerke
13 | Package / YmakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 [in a carton. / ITo 10 Tabnerox B IIBX/Al
tabnerok B [IBX/Al 6mucrep. Ilo 1 |6nuctep. ITo 1, 2 unu 20 6nucTepos B
GnucTepy B Ma4yKy KApTOHHYIO |Mavky KapTOHHYIO BMECTE c
BMECTE€ C  HMHCTPYKIMENW [0 |HHCTPYKIHMEH MO MPHMEHEHHIO.
NIPMMEHEHHIO.
14 | Labeling / Mapkuposka | According to ND. / B cootsercteum ¢ HII,
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenve ITpu Temnepatype He Boliie 25 °C.
16 | Shelf life / Cpox S years /5 net
TOZHOCTH

* 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. / IIpoBOARTCS MPOH3BOAMTENEM ITPH
BBIIYCKE TIEPHOAMYECKH: JUIs Kaxnoil 20-oif cepun uim He Menee 1 pasa B rog. [TokasaTens MOXeET OBIT
HeE BKJIIOYEH B CepTHOMKAT ananusa GUpMel

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

Opinion : APPROVED
3axmiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Moarorosneno; Tposepeno: Pardeep Kumar | Ono6peno: Mernemkep / Pykogogurens
Rama Kant w f Manoj Kumar \g/u_i

LU
Reprint Date:. Reprint Date: Reprint Date:
JaTa: 28.11.2023 NMara: 28.11.2023 JlaTa: 2¥.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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Praduet: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxann®, Tabaerks, NOKpbIThIE IUIeHOYHOI 060.104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302299

Batch Quantity / O5sem naprTum : 768.8 Kg

040002291181

Analytical Report No / ApaaurHyeckuii oTuer Ne :

Date of Analysis / lata ananusa: 28.11.2023

Date of Manufacture / lata nponsBoacrea : 10/2023

Date of Expiry / Cpok rognocr# : 09/2028

Analysis performed according ND / Anann3 nposeen mo HJI: ITN011252/01-160123

API name (INN) /
HaumenoBanne AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

API manufacturer batch number /
Homep cepun npou3BOAUTEIS
ADC:

PIBM230318

0290/23-24

FP Manufacturer API Batch
number /

Homep cepuy cy6cTaHmuu
npousBogutes I'JID:

FEQA00402

FEQA00436

API Manufactured by & country /
Ipoussogutens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
dapma Caiiercns Jlumuren,
Nugns

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuuina
®apmacerotukanc JIta., Uanus

Remarks : The Product conforms to ND/

Opinion : APPROVED

Hpumeqanne: [Tpoayxr coorBeTrcTBYeT TpeboBanusam HII

3akuouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToarotorneHo: l\ IIpoeepeno: Pardeep Kumar | Onobpeno: Meremxep / Pykosoanrens
Rama Kant g}uly , QL’/ Manoj Kumar \‘E«}‘Lﬁ"—ﬁ
Reprint Date:. Reprint Date: Reprint Date:

JHara: 28.11.2023 Hara: 28.11.2023 Hara: 28.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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