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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Pagel1of 6/Ctp.1u36

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MoykauH®, TabJeTKH, NOKPHITHIE JIeHOYHOi 000104K0H, 400 mr + 325 mr

Batch No / Cepust Ne : V2302295

Batch Quantity / O6bem maptuu : 762.7 Kg

040002314490

Analytical Report No / Anainurnyeckuii oruer Ne :

Date of Analysis / JlaTa ananmnsa: 07.12.2023

Date of Manufacture / lata nponsBoacrsa : 11/2023

Date of Expiry / Cpok rognocru : 10/2028

Analysis performed according ND / Auasin3 nposenen mo HJI: 1 N011252/01-160123

Ipumeuanue: IIpoaykr coorBeTcTBYET TpeboBanusM HJI

No  |Test/ Iloka3aresb Results/ Pe3yibTaThl Specification / Hopma
1 |Description/ Onucanne |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. / Tabnetku
KarncyJOBUOHOM (DOPMBI, MOKPBITHIC|KANCYyTOBUAHON  (OPMBI,  IOKPHITBIE
IUIEHOYHOM 06GOJIOUKOH OpaH)KeBOTO|IUIEHOUHOH ~ 0OOJIOMKOH  OpaHXKeBOro
1IBETa, C PUCKOM HAa ONHOM CTOpPOHE;|lBETa, ¢ PUCKOH HA ONHON CTOPOHE; Ha
Ha TONEPEeYHOM paspese — SpO|MoNepedHoOM paspese — Aapo Oenoro uiu
Oenoro LBeTa. noyty 6enoro yBera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TonuHHOCTH 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 ynep)>XKUBaHUSI OCHOBHBIX THKOB
Ha XpomaTorpaMmme UCIBITYEMOT0
pacTBOpa  JOJDKHBI ~ COOTBETCTBOBATH
BpEMeHaM  YAEpXXUBaHUS IHUKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHJapTHBIX
obpazio ubynpodeHa U napaueramosa
(paznen «KonuuecTBeHHOE
OIIPENETICHNEN)
3 |Average tablets weight 969.0 mg / 969.0 Mr From 9409 mg to Y99.1 mg
CpenHsis Macca (970.0 mg £ 3.0 %) /
TabeToOK Or 9409 wmr mo 999, Mr
(970,0 Mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmouenue: OJJOBPEHO

Hara: 07.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: [Tposepeno: Rama kant Onobpeno: Menemxep / Pykosoauresb
Kushal Kuma@/ Amit Kumar W
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxauu®, Tab/ieTKH, IOKPbITHIE IIEHO4HOH 060104K0#, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302295

Batch Quantity / O6bem naprtuu : 762.7 Kg

040002314490

Analytical Report No / AHanuTH4yecknii oTyer Ne :

Date of Analysis / /laTa ananusza: 07.12.2023

Date of Manufacture / lata npousBoacTBa : 11/2023

Date of Expiry / Cpok rogaoctu : 10/2028

Analysis performed according ND / Ananu3s nposesen no HJI: [1 N011252/01-160123

Pacrsopenue

100 % to 104 %

4 |Disintegration / 08 min 31 sec/ 08 mun 31 cex  |Not more than 30 min /
PacniagaemocThb He Gonee 30 MUH
5 Dissolution / 97 % To 99 % Not less than 70% (Q) of Ci3H 50,

(Ibuprofen) after 30 min /

He w™enee 70 % (Q)
(ubynpoden) yepes 30 MuH
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmewee 70 % (Q)
(mapaneramou) yepes 30 MUH

Ci3H 150,

CsHoNO,

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT cooTBEeTCTBYET TpeboBanuam HJL

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroseHo: [IpoBepeno: Rama kant Ono6peno: Menemxep / PykoBoaurens
Kushal Kuma Amit Kumar N

e Bl P
Reprint Date:. Reprint Date: ' Reprint Date:
Hara: 07.12.2023 Hara: 07.12.2023 Jara: 07.12.2023

Registored Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Tefangana, india
Tol; +91 40 4500 2900, 7ax: +91 40 4900 2999, Emzil: mail@drreddys,com

CIN, L35195AP1984PLCOCG507
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykauu®, TabneTKkH, NOKPBIThIE INIEHOYHOH 060104Ko0i, 400 Mr + 325 mr

Batch No / Cepust No : V2302295

Batch Quantity / O6bem naptum : 762.7 Kg

040002314490

Analytical Report No / AHasuTH4YeckHuii oTyer Neo :

Date of Analysis / /laTa apaaunsza: 07.12.2023

Date of Manufacture / lata npon3Boactsa : 11/2023

Date of Expiry / Cpox rogaoctn : 10/2028

Analysis performed according ND / Ananus nposesen no HJI: [1N011252/01-160123

6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

PoxcTBenHble npuMecH - not more than 0.005 % /

Method 1 / Meron 1 4-amuHobeHon (MpUMech napareraMmorna)
- He 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eJMHUYHAS PUMECH
(ubynpodeHa unu mapaneramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
CymmMa npumeceit (Meroa 1 + Meton 2)
- ue 6onee 0,7 %
9 |[Water/ Boga 1.4% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeyanne: IIpogykr cooTBeTcTBYET TpeboBanusM HJI

Opinion : APPROVED
3akiawuenue: OJJOBPEHO

Jara: 07.12.2023

Hara: 07.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/

[loaroroBieHo; [TpoBepeno: Rama kant Onobpeno: Menemkep / PykoBoaurens

Kushal Kumar @/L,D_, d—~ Amit Kumar S —
QS [

Reprint Date:. Reprint Date: A Reprint Date:

Jlara: 07.12.2023
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyrann®, TabaeTKH, IOKPLIThIE MJIEHOYHOM 060104K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302295

Batch Quantity / O6bem napruu : 762.7 Kg

Analytical Report No / Anaaurndecknii oruer Ne :
040002314490

Date of Analysis / [laTa anamu3a: 07.12.2023

Date of Manufacture / JlaTta npoussoacrsa : 11/2023

Date of Expiry / Cpok roanoctn : 10/2028

Analysis performed according ND / Anaau3 npoeenen mo HJ[: TTN011252/01-160123

10 |Uniformity of dosage

units /

OnHopoaHOCTh Acceptance value (AV) should be not

JI03UPOBAHUS 1.6 more than 15.0 /

- Ibuprofen /u6ynpoden Iloxa3zarens npuemnemoctu (AV) goynkeH
ObITH He Oonee 15,0

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

napaueTaMmorn more than 15.0 /
IToxazaTens npuemyieMocTd (AV) JoJnkeH
OBITH He HoJiee 15,0

11 |Microbiological purity /

Mukpobuonoruyeckas

yucrora*

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

microbial count / He Gonee 1000 KOE/r

Ob1iee yncno

a3poOHBIX

MHKPOOPraHH3MOB

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

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

/ O61wee vyuco

JOPOXOKEBBIX U

NUJIECHEBBIX MPUOOB

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

1r

Remarks : The Product conforms to ND/
Ilpumeuanne: Ilponykr coorBercTBYeT TpeGoBanusam HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hata: 07.12.2023

Jlata: 07.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IlonrorosneHo: [Tposepeno: Rama kant OnobpeHo: Menemxep / Pykosoaurenb
Kushal Kumay”|, Amit Kumar =

Caly " [
Reprint Date:. Reprint Date: Reprint Date:

Hara: 07.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxanu®, TabyieTKH, NOKPBITHIE IIEHOYHO# 000J10uK0#, 400 Mr + 325 mr

Batch No / Cepus No : V2302295

Batch Quantity / O0bem nmaptuu : 762.7 Kg

040002314490

Analytical Report No / AnannTHyecknit order No :

Date of Analysis / laTa anaau3za: 07.12.2023

Date of Manufacture / /lata npousBoacrsa : 11/2023

Date of Expiry / Cpok roanoctn : 10/2028

Analysis performed according ND / Anann3 nposeaen mo HJ[: [1N011252/01-160123

12 |Assay/
KonuuectBeHHOE

ornpenejeHue

395.9 mg/395.9 Mmr

324.60 mg / 324.60 Mr

From 360.0 to 440.0 mg of C;3Hi30,
(Ibuprofen) per tablet /

Or 360,0 mr go 440,0 mr Ci;sHjisO»
(ubynpoden) B Tabnerke

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

Or 292,5 mr go 357,5 mr CsHoNO>
(napaueramorn) B TabJIETKE

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. / [lo 10 |in a carton. / ITo 10 Tabnerok B [IBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6mucrep. Ilo 1, 2 unu 20 GauctepoB B
onucTepy B NayKy KapTOHHYIO |Mauky KapTOHHYIO BMECTE c
BMECTe C  HMHCTPYKUMEH 1O |MHCTPYKLUMEH MO NPUMEHEHHMIO.
TIPUMEHEHHIO.

14 | Labeling / Mapkuposka| According to ND. / B cootserctauu ¢ HJI.

15 | Storage conditions / At temperature not more than 25 °C. /

XpaHenue Ilpu Temneparype He Bbile 25 °C.

16 | Shelf life / Cpok 5 years / 5 net

T'OHOCTH

* 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 TPOU3BOAUTENEM IIPH
BBIITYCKE MEPHOMNUYECKH: s Kaxaoit 20-0i cepun unu He MeHee 1 pasa B roa. [lokazatens MoxeT ObITH
HE BKJIIOYEH B cepTU(HKAT aHaH3a (QUPMBI

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

JHara: 07.12.2023

Hara: 07.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/

[ToaroToBneHo: [TpoBepeno: Rama kant Ono6peno: Menemxep / Pykooaurens

Kushal Kuma; Amit Kumar S
ool =

Reprint Date:. Reprint Date: ' Reprint Date:

Hara: 07.12.2023

Y §140 4500
CIN LBRSTO5AP1US4PLCONL507
wvneadireddya.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoyxkauu®, Tab1eTKH, MOKPHITHIE JIEHOYHOH 000104K0#, 400 Mr + 325 mr

Batch No / Cepust No : V2302295

Batch Quantity / O6bem napram : 762.7 Kg

040002314490

Analytical Report No / AHanuTH4YecKkuii oTdyer Ne :

Date of Analysis / laTa anaaunsza: 07.12.2023

Date of Manufacture / JaTa npoussoactsa : 11/2023

Date of Expiry / Cpok rogaoctu : 10/2028

Analysis performed according ND / Anaaus nposeaen no HJI: 11 N011252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / T1aparieramon

API manufacturer batch number /
Homep cepun nponsBoauTens
ADC:

PIBM230357

0323/23-24

FP Manufacturer API Batch
number /

Homep cepun cy6cTanmn
npousBoauteisi I'JID:

FEQA00451

FEQA00438

API Manufactured by & country /
pouzpogurens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxtuB
®apma Caitencus Jlumuren,
Wunus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuina
®dapmacsrotukanc JIta., Maaus

Remarks : The Product conforms to ND/
ITpnmeyanne: [Ipoaykr cooTBeTcTBYET TpeboBanusmM HJL

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/

[ToaroTosneHo: [TpoeepeHo: Rama kant Onobpeno: Menemxep / Pykosoautens

Kushal Kuma.@-f Amit Kumar N
Aol il

Reprint Date:. Reprint Date: : Reprint Date:

Hara: 07.12.2023 Jara: 07.12.2023 Hara: 07.12.2023

Registerad Office: 8-72-337, Road Ne. 3, Banjera Hills, Hyderabed - 5¢0024, Tels

zana, india

Tel: +91 40 4900 2900, Fax: +91 404200 2999, Email: maill@drrediys.com

CIN, L85155AP1924PLC00R507
vy drreddys.com




