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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkauu®, TabieTKH, MOKPHITHIE INIEHOYHOH 000104K0H, 400 mr + 325 mr

Batch No / Cepna Ne : V2400055

Batch Quantity / O6nem maptuu : 765.6 Kg

040002412495

Analytical Report No / AnanuTuyecknii otyer Ne :

Date of Analysis / JlaTa anaau3sa: 06.02.2024

Date of Manufacture / Jlata npousBoactsa : 12/2023

Date of Expiry / Cpok rognocru : 11/2028

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

Ilpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBauusm HJ{

Ne |Test/ Iloka3zaTenn Results/ Pe3ysbTaThl 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. / Tabnerku
KancynoBUAHOH (OpMbL, MOKPbITHIE|KAICYJIOBULHOH  (QOPMBI,  MOKPBITHIE
IJIGHOYHOH 000JI0YKOH OpaHXKEBOro|IUIEHOUHOH  000NOYKOH  OpaHXeBoro
1|BETa, C PUCKOI Ha OHOH CTOpOHE;|LBETa, C PUCKOH Ha OJHOM CTOpOHE; Ha
Ha [ONEepeYyHOM paspe3e — sAPO|NONEpeyHOM paspese — Anpo 6enoro wim
6enoro LBeTa. noutH 6enoro 1Bera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
ITopnuHHOCTD 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) /
BpeMmena ynep)HBaHUS OCHOBHBIX IMHKOB
Ha Xpomarorpamme HUCTBITYEMOTO
pacTBopa  JOMKHBI ~ COOTBETCTBOBATbH
BpeMeHaM  YAep)KMBaHHUSA MHKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHJAPTHBIX
obpa3ioB ubynpodeHa W MNapaneramona
(paznen «KonuuecTBeHHOE
OIIPEAETICHUEN)
3 |Average tablets weight 970.4 mg / 970.4 mr From 9409 mg to 9991 mg
Cpenusist Macca (970.0 mg £+ 3.0 %) /
TabJIeTOK OT 940,9 MT o 999,1 Mr
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenue: OJOBPEHO

Jlata: 06.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneno: ITpoeepeno: Santosh Kumar | OnoGpeno: Menemkep / PykoBoauTens
Ranjeet Maurya DY - Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Jata: 06.02.2024

JHarta: 06.02.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabJeTKH, IOKPbITHIE IJIeHOYHOH 060104K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400055

Batch Quantity / O6nem napruu : 765.6 Kg

040002412495

Analytical Report No / Ananutuyecknii oruyer Ne :

Date of Analysis / [laTa ananu3a: 06.02.2024

Date of Manufacture / lata npoussoacTtsa : 12/2023

Date of Expiry / Cpox rogHoctu : 11/2028

Analysis performed according ND / Ananu3 npopeaex no HJ[: [I N011252/01-160123

4 |Disintegration /
PacrafnaemocTb

07 min 11 sec/ 07 mun 11 cek

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

98% To 102 %

99 % to 104 %

Not less than 70% (Q) of Ci3Hjs0;
(Ibuprofen) after 30 min /

He wmemee 70 % (Q) Ci3HisOq
(ubynpoden) uepes 30 MuH

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

He wmenee 70 % (Q) CsHoNO,
(nmapanetamonn) yepe3 30 MuH

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt cootBeTcTBYeT TpeboBanusam HJ[ | 3axmouenne: OJOBPEHO

Opinion : APPROVED

Hata: 06.02.2024

Jara: 06.02.2024

Prepared by / : Checked by / Approved by: Manager/Executive/
[ToaroTosneHo: [TporepeHo: Santosh Kumar | OmnobpeHo: Menemxep / Iiylcoso HTeNb
Ranjeet Maurya Manoj Kumar !

Reprint Date:. Reprint Date: Reprint Date:

Hara: 06.02.2024

ahad - 500034, Telangana, Indiz
1

mails mail@drieddys,com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyknnu®, TabeTkH, NOKPLITHIE NJIEHOYHOH 000104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400055

Batch Quantity / O6bem maptum : 765.6 Kg

040002412495

Analytical Report No / AHasuTnuecknii oruer Ne :

Date of Analysis / lata ananuza: 06.02.2024

Date of Manufacture / lata npousBoacra : 12/2023

Date of Expiry / Cpok rogHoctu : 11/2028

Analysis performed according ND / Anann3 nposexen mo HJI: I1 N011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

IIpumeuanue: [Ipoaykr coorBercTBYET TpeboBanusam HJJ

3akmouenne: OJOBPEHO

PoncteenHble npuMecu - not more than 0.005 % /
Method 1 / Meton 1 4-amuHOo(eHo (MpHUMech naparertamora)
- He 6onee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eIMHUYHAS IIPUMECH
(ubynpodeHa WM mMapaneramosna) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Meroz 2)
- He 6onee 0,7 %
9 |Water/Boxa 1.5% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by / (&~ Checked by / Approved by: Manager/Executive/
IloarorosneHo: ITpoBepeno: Santosh Kumar | Ono6peno: Menemxep / Pykosoaymens
Ranjeet Maurya ¢ Manoj Kumar "h;-&ggg-gz
Reprint Date:. Reprint Date: Reprint Date: =
Jata: 06.02.2024 Jlata: 06.02.2024 Hara: 06.02.2024
Repiatered Qificnr 8-2-337, Boad Ne, 2, Banjar Hills, Hvderzibad - 5€0034, Telangana, India
Tal +91 40'4900 2900, Fax: +51 40 4900 2989, Email: maildic

MR SE4PLC004507
v drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, Tab1eTKH, DOKPBIThIE INIEHOYHOH 0001049K0#H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400055

Batch Quantity / O6bem maptum : 765.6 Kg

040002412495

Analytical Report No / AHaauTHueckuii otdyer Ne :

Date of Analysis / laTa ananu3za: 06.02.2024

Date of Manufacture / llaTta npousBoacTsa : 12/2023

Date of Expiry / Cpok rogsocts : 11/2028

Analysis performed according ND / Anann3 nposegen no HJI: II N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpOJHOCTE Acceptance value (AV) should be not

JIO3UPOBaHHUS 1.0 more than 15.0 /

- Ibuprofen /ubynpoden IToka3saTens npuemiicMocTd (AV) n10mKeH
OBITH He Oouee 15,0

- Paracetamol/ 1.0 Acceptance value (AV) should be not

napaneTamon more than 15.0 /
ITokazartens npuemieMoct (AV) 10mkeH
ObITH He Oonee 15,0

11 |Microbiological purity /

Mukpo6ronornueckas

yucrora*

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

microbial count / NA He 6onee 1000 KOE/r

O61ee yucio

a3poOHBIX

MHKpPOOPTraHU3MOB

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

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

/ Ob1ee unucno

JPOXOKEBBIX U

IIECHEBBIX [PHOOB

c) E. coli NA Shall be absent in lg / OTcyTcTBHE B

1r

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by / @ Checked by / Approved by: Manager/Executive/
IJoarotoBieHo! I[TpoBepeno: Santosh Kumar | Opo6peHo: Menemxep / Pykopoagreis
Ranjeet Maurya KN _ Manoj Kumar '33 ;!!5 : E 4
Reprint Date:. Reprint Date: Reprint Date:
Hara: 06.02.2024 Hara: 06.02.2024 Harta: 06.02.2024

Igterd sact - 500034, Telangana, India

2-337, Road Mo. 3, Baniara Hills, Hyderak

989, £rn

CIN 1851 05AP1G24RLCE04507

wannwvidirceddys.coim

maitl@drreddys,.com
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CEPTHOUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykauu®, TabieTKH, MOKPbITHIE IIEHOYHOH 0060/104K0if, 400 Mr + 325 mr
Batch No / Cepust Ne : V2400055 Batch Quantity / O6bem naptun : 765.6 Kg
Analytical Report No / Ananutnyeckuii oryer Ne : Date of Analysis / laTa anamu3za: 06.02.2024
040002412495
Date of Manufacture / Jlata npousBoacrsa : 12/2023  [Date of Expiry / Cpok rogHocts : 11/2028
Analysis performed according ND / Anann3 nposeaer no HJ/I: [1N011252/01-160123
12 |Assay/ 398.0 mg / 398.0 Mmr From 360.0 to 440.0 mg of C;3H30,
KonnuecTBenHoe (Ibuprofen) per tablet /
onpezeneHue Or 360,0 mr no 440,0 mr CisH;sO2
(ubynpocden) B TabyeTke
325.09 mg/ 325.09 mr From 292.5 to 357.5 mg of CgHoNO,
(Paracetamol) per tablet /
Ot 292,5 mr pmo 357,5 mr CgHoNO,
(napaneramol) B TabieTke
13 | Package / YnakoBka 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 tabnetox B [IBX/Al
tabnerok B [IBX/Al 6iuctep. [To 1 (6auctep. o 1, 2 umu 20 6nucrepos B
ONucTepy B MayKy KapTOHHYIO |Mayky KapTOHHYIO BMeECTe c
BMECTEe C  HMHCTPYKUMEH 1O |HHCTPYKIHEH 110 IPUMEHEHHIO.
IPHMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootercTBum ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temneparype He BbIe 25 °C.
16 | Shelf life / Cpoxk 5 years /S nmet
rOJHOCTH

* 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. / IIpoBoguTCs IPOU3BOJUTENEM IIPH
BBINYCKE MEPHOIHYECKH: IS Kax10¥ 20-0# cepuu uin He MeHee 1 pa3a B rof. [lokasaTens MOXET OBITh
HC BKJIIOUCI B CCPTHQPHKAT alIaH30 GUPMELI

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Ipoaykt cootBeTcTBYET Tpebopanuam HJI | 3akmouenne: ONOFPEHO
Prepared by / : Checked by / Approved by: Manager/Executive/
IToarorosneno: [IpoBepeHo: Santos}}é‘{umar Omobpeno: Menemxep / PyKoBoguTeEb
Ranjeet Maurya o Manoj Kumar r-} g L ué
Reprint Date:. Reprint Date: Reprint Date: —
Jara: 06.02.2024 Hara: 06.02.2024 Hara: 06.02.2024

Spmistered Dffice: 5-2-337, Rond dlo. 3, Banjara Hille, Hyderabad - 500034, Telangzann, lidia

Tab #2 AT ASGD 2200, Fax: +91 &0 4800 2599, Email; mail@drreddys,com
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Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Page 6 of 6/ C1p. 6 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
No6yxnauH®, Tab1eTKH, NOKPbITHIE IIEH0YHO# 060104K0i, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2400055

Batch Quantity / O6bem naptuu : 765.6 Kg

040002412495

Analytical Report No / AnanuTudeckuii oruer Ne :

Date of Analysis / /laTta anann3za: 06.02.2024

Date of Manufacture / laTa npousBoacrTna : 12/2023

Date of Expiry / Cpok rognocru : 11/2028

Analysis performed according ND / Auanus nposeaen no HI: TT N011252/01-160123

API name (INN) /
Haumenosanue A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / I1apaneramon

API manufacturer batch number /
Homep cepun npousBoaurens
ADC:

PIBM230402

0927/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGeranmmu
npoussoauTesa I'JID:

FEQAO00581

FEQA00601

API Manufactured by & country /
IIponsBoautens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa Dxtus
®apma Caitencus Jlumuren,
Wnpus

Sri Krishna Pharmaceuticals Ltd.,
India / pu Kpuwaa
®apmacerotukanc Jita., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykt cooTBeTcTBYET TpeboBanusam H]J

Opinion : APPROVED
3axmwouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loarororneHo: [IpoeepeHo: Santosh Kumar | Ono6peno: Menemkep / Pykosogurens
Ranjeet Maurya @‘/’ Manoj Kumar f@i
Reprint Date:. Reprint Date: Reprint Date:

Hara: 06.02.2024 Hara: 06.02.2024 Hara: 06.02.2024

wiiidireddys.com

), Telzngana, India




