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CERTIFICATE OF ANALYSIS " orrecdyscomn
CEPTH®UKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NGyknuu®, Ta6/1eTKH, NOKPBITHIE IIeHOYHO# 000/104K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302287 Batch Quantity / O6nem napTui : 769.20 Kg
Analytical Report No / AHanuTHyeckuii oruer Ne : Date of Analysis / laTa ananmsa: 15.12.2023
040002329709

Date of Manufacture / lata npoussogctsa : 11/2023  |Date of Expiry / Cpok roanocts : 10/2028

Analysis performed according ND / Auanu3 nposegen mo HJI: TTN011252/01-160123

Ne | Test / IlokaszaTeas 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. / TaGnetku
KaTCyJOBUIHOM (OPMBI, MOKPHITHIE|KANCYNOBUAHOR — QOPMBI,  TIOKPBIThIE
TJIEHOYHOH 060JI0UKOM OpaH)XeBOro|MIeHOYHOH  00OJOYKOM  OpaHKEBOro
1[BETa, C PUCKOW Ha OJIHOM CTOpPOHE;|I(BETA, C PUCKOW Ha OJHOH CTOpOHE; Ha

Ha TIOMEPEYHOM paspe3e — SAPO|MONepevyHOM paspese — SApo Oenoro uiu

fenoro uBeTa. noyty Genoro usera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
TloamuHHOCTH CootBercTByET 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 yaepKUBaHHS OCHOBHBIX IUKOB
Ha XpomarorpaMme HCIBITYEMOT'O
pacTBopa  IOJDKHBI ~ COOTBETCTBOBATbH
BpEMEHAM  YJepXXHBaHUS IHUKOB Ha
XpOMAaTOrpaMMe pacTBOpa CTAHAAPTHBIX
obpaszioB ubynpodeHa M napauneramosia

(pazzen «KonnuecTBeHHOE
ONIpEACTICHUEY)
3 |Average tablets weight 970.8 mg/ 970.8 mr From 9409 mg to 9991 mg
CpenHsa Macca (970.0 mg £3.0 %) /
TabneTok Or 940,9 wmMr 1o 999.1 MT
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr coorsetcryeT TpeGoBannam HJJ | 3akmouenne: OIOBPEHO
Prepared by / , Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: L [TpoBepeno: Santosh Kumar Ono6peno: Menemxep / PykoBoanTtes
Pravesh Rana Maurya Manoj Kumar 2 j
e Ly
Reprint Date:. Reprint Date: ' Reprint Date:
Hara: 15.12.2023 Hara: 15.12.2023 Hara: 15.12.2023
Pegistered Office: 8-2-337, Road Ne., 2, ”mJ ara HI”‘E Hycder: 1l ad - 500 U

fel +81 40 4800 2800, Fax

wwdrreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabJ1eTKH, IOKPbIThIE IIeHO4YHO# 060/104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2302287

Batch Quantity / O6nem naptan : 769.20 Kg

040002329709

Analytical Report No / AHanuTH4yeckuii oTder Ne

Date of Analysis / Jlata ananu3a: 15.12.2023

Date of Manufacture / JaTa npoussoacTsa : 11/2023

Date of Expiry / Cpok rogsocts : 10/2028

Analysis performed according ND / Anasins nposeaen no H/I: TTN011252/01-160123

4 |Disintegration /
PacmanaemocTtb

07 min 10 sec/ 07 mun 10 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
Pactrpopenue

98 % To 101 %

94 % to 101 %

Not less than 70% (Q) of Ci3sHi30;
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wMenmee 70 % (Q)
(mapaueramon) uepe3 30 MUH

Ci3Hi130,

CsHoNO,

Remarks : The Product conforms to ND/
TIpumeuanue: [TpoayKT cooTBeTcTBYET Tpebosanuam HJI

Opinion : APPROVED
Zaxmwouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBJyeHo: i [Tpoeepeno: Santosh Kumar Ono6peno: Menemxep / PykoBoaureb
Pravesh Rana Maurya Manoj Kumar 1 L&ﬁj

Reprint Date:. Reprint Date: Reprint Date:

Jara: 15.12.2023 Jara: 15.12.2023 Jara: 15.12.2023

Registernd Office: ¢

Telo 427 &¢

Road Mo. 3, Ranjaia Hills, Hyderabad - 5005034, Telangana, Indiz
s mail@drreddys,com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxau®, Tab1eTKH, NOKPBITHIE NJIEHO4HOH 000104K0i, 400 mr + 325 Mr

Batch No / Cepus Ne : V2302287

Batch Quantity / O6bem maptuu : 769.20 Kg

040002329709

Analytical Report No / AnanuTHuecknii oTyer Ne :

Date of Analysis / JlaTa ananmsa: 15.12.2023

Date of Manufacture / lata npou3soacrsa : 11/2023

Date of Expiry / Cpox rognoctu : 10/2028

Analysis performed according ND / Ananus nposegen mo H/: II N011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

PoncTBeHHbIE TIpUMECH - not more than 0.005 % /
Method 1/ Meton 1 4-amuHodeHon (IpUMeCh NapaneraMmosa)
- He 6onee 0,005 %
Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlro6as eIVHUYHAas IIPUMECh
(ubynpodeHa unM napamneramona) - He
6oiee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceii (Meron 1 + Meton 2)
- He bonee 0,7 %
9 |Water/Bona 1.4% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanusaM HJI

3akmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: [Tpoeepeno: Sgntosh Kumar Onobpeno: Menemxep / PykoBoauTtens
Pravesh Rana /. Maurya q&' Manoj Kumar i & s

S e
Reprint Date:. Reprint Date: Reprint Date:

Jara: 15.12.2023

Hara: 15.12.2023

Jlara: 15.12.2023

Raaistersd Office: ©-2-337, Road Mo, 3, Banjara Hiilz, Hydersbad - 300024, Telangana, Indin

feh #8140 4500 2900, Faw:

Clide i

wany.drreddys.com

21 40200 2999, Emoil maili@drredays.com
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Distl. Solan, H.P., 173 205, INDiA
Tei 491 98166 56001-02
CERTIFICATE OF ANALYSIS /\/\drecdys.com
CEPTUO®HUKAT AHAJIH3A

Page4 of 6/ Crp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanH®, TabieTk, DOKPHIThIE I1eH0YHOH 0001049KO0H, 400 mr + 325 mr

Batch No / Cepus Ne : V2302287 Batch Quantity / O6bem napTau : 769.20 Kg
Analytical Report No / AHanuTHuecKui oT4eT Ne : Date of Analysis / [laTa ananaun3a: 15.12.2023
040002329709

Date of Manufacture / Jlata npoussoactsa : 11/2023 | Date of Expiry / Cpok rogqHocTy : 10/2028

Analysis performed according ND / Anasu3 nposegen no HJI: [1 NO1 1252/01-160123

10 |Uniformity of dosage
units /

OaHopogHOCTh
JIO3UPOBAHUS

- Ibuprofen /ubynpoden

- Paracetamol/
napaueTamolt

Acceptance value (AV) should be not

1.2 more than 15.0 /

ITokazatens npremieMocTd (AV) nomkeH
6BITH HE Oosee 15,0

1.2 Acceptance value (AV) should be not
more than 15.0 /

[Tokazatens npuemyieMocTd (AV) foimkeH
65ITH He OoJee 15,0

11 |Microbiological purity /
Miukpo6uonoruyeckas
yicroTa*

a) Total aerobic
microbial count /
O61mee yucio

NA Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

a’pobHBIX

MHKPOOPraHU3MOB

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

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

/ Ob1ee YncIo

JPOXOKEBBIX U

ILUIECHEBBIX TPUOOB

¢) E. coli NA Shall be absent in 1g / OTcyTcTBUE B

1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [IpoaykT cootseTcTBYeT Tpeboannsam HJI | 3axmodene: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: I[TposepeHo: Santosh Kumar Ono6peno: Menemkep / PykoBoauTenb
Pravesh Rana Maurya Manoj Kumar \1% Tﬂ
> (e
Reprint Date:. Reprint Date: ' Reprint Date:
Hata: 15.12.2023 Jara: 15.12.2023 Iata: 15.12.2023
Registared Office:

Tl 61 4

, Road Ne, 3, Banjara Hills, Hyvderabad - 500024, Telangana, India
i3 19, Email: mail@drreddys.com
0asG7
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaun®, TabjieTKH, IOKPHIThIE INIEHOYHO 000104K0i, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2302287

Batch Quantity / O6bem naprTuu : 769.20 Kg

040002329709

Analytical Report No / AHasuTHUYecKHii oTdeT Ne : Date of

Analysis / laTa anaauza: 15.12.2023

Date of Manufacture / lata npousBoactsa : 11/2023  |Date of

Expiry / Cpok rogsoctu : 10/2028

Analysis performed according ND / Ananns nposeged no HJ/I: TT N011252/01-160123

12 |Assay/
KomnuyectseHHOoe
oTpeieNieHHE

401.0 mg/401.0 mr

324.94 mg/ 324.94 mr

From 360.0 to 440.0 mg of CisHis0;
(Ibuprofen) per tablet /

Ot 360,0 MI' 10 440,0 MI’ C13H1802
(ubynpoden) B Tabnerke

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

Or 292,5 mMr po 357,5 mr CgHoNO;
(napaueTramol) B TabyieTke

13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1

blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6nuctep. Ilo 1
6nuctepy B Nadky KapTOHHYIO
BMECTE C  HWHCTpYKUHeH 1o
IPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B [IBX/Al
Giuctep. ITo 1, 2 unu 20 6GamMcTepoB B
auky KapTOHHYIO BMECTE ~ C
MHCTPYKLIMEHN 110 NPUMEHEHHMIO.

14 | Labeling / MapkupoBka

According to ND. / B coorBerctsuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHenue Ipu Temneparype e Beitue 25 °C.
16 | Shelf life / Cpok 5 years /S ner
TOJHOCTH

* 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. / [IpoBoauTcs nmpou3BoauTENEM MPU
BBIIYCKE NEPUOAMYECKH: AMsl Kaxaol 20-0if cepun unu He MeHee 1 paza B roj. Ilokaszarens MoxeT OBITH
HE BKJIIOUEH B cepTH(UKAT aHau3a GUpMBI

Remarks : The Product conforms to ND/
IIpumeuanue: Ilponykr coorBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
3akmouenne: ONOBPEHO

Prepared by /

Checked by /
ITpoBepeno: Sant6sh Kumar

Approved by: Manager/Executive/
Onobpeno: Menemxep /_I_’ylco?a,umenh

Harta: 15.12.2023

Jara: 15.12.2023

[MoaroroBnieHo: 7

Pravesh Rana £ Maurya . Manoj Kumar ghn‘zﬂ-t" f
ity =

Reprint Date:. Reprint Date: Reprint Date:

Jarta: 15.12.2023

Registered Office: 8-2-337, Road Ne. 2, Banjara Hills, Hyderabad - 500034, Telangang, india

Te

S G140 4900 2600, Fax: +91 40 4800 2999, Email:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNO6ykann®, Tab1eTKH, DOKPbITHIE MIEHOYHOH 0060/104K0i, 400 mMr + 325 mr

Batch No / Cepust Ne : V2302287 Batch Quantity / O6bem naprtuu : 769.20 Kg
Analytical Report No / Ananuntuyeckuif oryer Ne : Date of Analysis / /laTa apanusa: 15.12.2023
040002329709

Date of Manufacture / lata npoussoactsa : 11/2023  [Date of Expiry / Cpok rogsocts : 10/2028

Analysis performed according ND / Auann3 nposeaen mo H/I: [1 N011252/01-160123

ﬁgi;:ﬁi&l}ﬁ? A{ OC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaneramon
API manufacturer batch number /
Homep cepum NpOU3BOAUTEIS PIBM230358 0419/23-24, 0323/23-24
ADC:
FP Manufacturer API Batch
number /
Howmep cepiu cy6eranuun FEQA00452 FEQA00406, FEQA00438
npoussoautess I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OxTuB India / Illpu Kpumina
Hpouseoaurens ADC, crpaHa: ®apma Caitercus Jlumuren, ®apmacerotukainc Jita., Uaaus
Nunus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoayKT cooTBeTcTBYeT Tpebosanuam HJI | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneHo: Q [Tposepeno: Santosh Kumar Ono6peno: Menemxkep / PykoBogures
Pravesh Rana Maurya (\YG Manoj Kumar }h_?zﬂ/f{]
. S / iz
Reprint Date:. Reprint Date: : Reprint Date:
Hata: 15.12.2023 Hara: 15.12.2023 Hara: 15.12.2023

had - 500034, Telangana, India

mall@drieddys.com
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