Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Page Sof S/ CTp.5 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, TabaeTkH, NOKPHITHIE IJIEHOYHOH 06040uK0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301023

Batch Quantity / O6bem naprin : 767.400 Kg

040001895889

Analytical Report No / Ananutndeckuii ot4et No

Date of Analysis / [lata ananu3a: 13.06.2023

Date of Manufacture / JlaTa npou3BOACTBA : May-2023_

Date of Expiry / Cpok rogHocTy : Apr-2028

Analysis performed according ND / Ananu3 nposeget mo HJI: TTN011252/01-300522

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nucrep. Io 1

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
onuctep. Ilo 1, 2 unu 20 6naucrepoB B

OnaMcrepy B MauKy KapTOHHYIO |MaykKy KapTOHHYO BMECTe c
BMECTE C  HHCTPYKIMEH MO |MHCTPYKLUMEHN MO MPUMEHEHHUIO.
NPUMEHEHHUIO.

14 | Labeling / MapkupoBka

According to ND. / B cootserctsuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu TeMnepatype He Bbiuie 25 °C.
16 | Shelflife / Cpox 5 years/ 5 net
TOJIHOCTH
API name (INN) /
Hanmenonanue AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapanietamon
API manufacturer batch number / PIBM230097 1598/22-23
Homep cepun npouzsoaurtes ADC:
FP Manufacturer API Batch number /
Homep cepun cy6cTaHIuH FEQA00182 FEQAO00166

npoussoauTens I'JIdD:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa DKxTHB

Sri Krishna Pharmaceuticals
Ltd., India / Ilpu Kpuiuna

IIpoussoaurens ADC, crpana: ®apma Caitencus Jlumuren, Uamus | @apMacblOTHKAIC JItn.,
Wnnus
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [IponykT cootBetcTByeT TpeGosannsam HI[ | 3axumoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotoeneno:, Shivani | IIpoBepeHo: Ramakant | Ono6peHo: Menekep / Pykogoautens
Devi )l'] A f-\f..fl--_” Amit Kumar . =
Reprint Date: Reprint Date: - Reprint Date: .
Hara:13.06.2023 Hata:13.06.2023 JlaTa:13.06.2023
IRt TSR0 fead B Rangars HE Y eabs 1 NiNNRA Tolangar
el +91 G0 490C T8N0, v 21404960 Enail: mud@drradavs.com

CIN: L85195AP1284PLCO0=507
vewew.drreddy..com



Dr.Reddy’s ‘;.‘

Dr. Reddy's Laboratories Lg.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND} 4
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page 10of 5/ Crp. 1u35

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6yxann®, TabaeTki, NOKPLITHIE NJIeH0YHOH 0060/104K0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301033

Batch Quantity / O6bem naptni : 768.65 K

040001896428

Analytical Report No / AHanuTHueckuii otyer Ne :

Date of Analysis / Jlara ananusa: 13.06.2023

Date of Manufacture / Jlata npouzsoactsa : May-2023

Date of Expiry / Cpok rogHocTy : Apr-2028

Analysis performed according ND / Ananus nposenes no HJT: TTN011252/01-300522

No  |Test/ Iloka3arein

Results/ PesyanTaThl

Specification / Hopma

1 |Description/ Onucanue

Ha [ONEpPCHHOM pa3pe3e —
OeNnoro uBeTA.

Capsule-like orange-coloured film-|Capsule-like orange-coloured film-coated
coated one-side scored tablets; on|one-side
cross section - white core./ Ta6etku |on cross section- white or off-white core. /
KancynoBuAHOH GopMbl, TOKpsiThie|TabneTku
MJIEHOYHOH 000J109KOH OpaHXEBOro |IIOKPhITHIE
1IBETa, C PUCKOM Ha OJHOM CTOPOHE;|OpaH)XeBOro L[BETA, C PUCKOM Ha OnHOM
SAPO|CTOPOHE; Ha NMOMEPEYHOM paspese — sapo

scored tablets;

KarcCyJIOBUIHOI
NIJIEHOYHOH

¢dhopmbl,
060504KOH

6en0ro Wiy MoyTH OeJIoro BeTa.

N

Identification /
IloanuHBOCTD

Complies as prescribed/
CooTBeTcTBYET

The retention times of the main peaks on
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 yep>KUBaHHS OCHOBHBIX NHKOB

Ha XpoMmaTorpamMmme HCITBITYEMOTO
pacTBopa  [OJDKHBl  COOTBETCTBOBAThH
BpEMEHAM  YIEpPXWBaHMA TIMKOB Ha

XpoMaTorpaMMe pacTBOpa CTAHIAapTHBIX
obpa3uoB ubynpodeHna W napaneramona

(paznen «Koni4ecTBEHHOE
OMPEAETEHHEN)

Remarks: The Product conforms to ND/ Opinion: APPROVED

pumeuanne: [TpoaykT cooTBeTcTBYeT Tpeboanuam HJ | 3akmouenne: OJIOBPEHO

Jlara:13.06.2023

Hara:13.06.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Shivani | [Iposepeno: Ramakant |} Onobpeno: Menemxep / Pykosoaurens
Devi AT A BM Amit Kumar ﬂ&w‘},ﬂ,ﬁ

Reprint Date: Reprint Date: Reprint Date: !

Jlata:13.06.2023

00034 <IN |

marred 2N




Qo Dr. Reddy's Laboratories Lt(.
Dl’. Red dy,s ... Formulation Unit-6
5 Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND1 A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A
Page20f S/ Crp.2 35

Product: Ibueclin, film-coated tablets, 400 mg + 325 mg
M6ykanu®, TabIeTKH, NOKPbITHIE NJeHOYHOH 000104K0H, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2301033 Batch Quantity / O6bem naptiu : 768.65 Ko
Analytical Report No / AHanuTHuecKuii otueT Ne : Date of Analysis / Jlata ananu3a: 13.06.2023
040001896428

Date of Manufacture / JTata npoussoscTsa : May-2023  [Date of Expiry / Cpok roanocty : Apr-2028

Analysis performed according ND / Ananus nposeaet no HII: TT N011252/01-300522

3 ‘Average tablets weight 966.9 mg / 966.9 Mr 940.9 mg to 999.1 mg
Cpennsia Macca (970.0 mg £ 3%) /
TabneToK Or 9409 wmMr a0 9991 wmr

(970,0 Mr = 3 %)

4 |Disintegration / 07 min 14 sec/ 07 Mun 14 cex  |Not more than 30 minutes /
Pacnajaemocth He Gonee 30 MuH
5 |Dissolution / 97 % to 103 % Not less than 70% (Q) CuiHizO:
PacTropenue (Ibuprofen) dissolved in 3¢ minutes /
He wmenee 70 9% (Q) CisHisO;
(n6ynpoden) uepes 30 MuH
99 % to 101% Not less than 70% (Q) CsHoNO;
{(Paracetamol) dissolved in 30 minutes /
He wmesee 70 % (Q) CsHoNO,
(mapaueramon) yepes 30 MuH
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: IIpoaykT cootsercTByeT Tpebosanusam HJI | 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Shivani | IlpoBepeHo: Ramakant | Ono6peno: Menemgep / PykoBoIuTeNb
Devi INE HLE‘LW -~ | Amit Kumar )ﬁe‘\-\"'
P 3 - — = -r"’—-’f -
Reprint Date: Reprint Date: " Reprint Date: !
Hata:13.06.2023 Hara:13.06.2023 Jlara:13.06.2023




Dr. Reddy's Laboratories L.

Do
D ! ‘.. Formulation Unit-6
r. Reddy s '. Vill. Khol, Nalagarh Road, Badd;

Distt. Solan, H.P,, 173 205, IND| o
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHU3A

Page3 of 5/Crp,3u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabreTkH, NOKPLIThie NIeHOYHOH obomouxoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2301033 Batch Quantity / O6bem naptiH : 768.65 K
Analytical Report No / AHanuTHuecku# otyer Ne Date of Analysis / Jlata ananu3a: 13.06.2023
1040001896428

Pate of Manufacture / [lata npoussozctea ;: May-2023  |Date of Expiry / Cpok roHOCTH : Apr-2028

| Analysis performed according ND / Aranu3s nposeniet 1o HJI: TN011252/01-300522

6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) /
PozicTBeHHbIE NPUMECH 4-amuHodenon (NpUMECh Napaiieramosa)
Method 1 / Metog 1 - not more than 0.005% /

He 6onee 0,005 %

Method 2 / Meron 2 0.03% Any individual impurity (of ibuprofen or

paracetamol) / Jlobas  enunuuHasd
IPUMECH (ubynpodena WIIN
napaieramona) - not more than 0.3% /

He 6onee 0,3 %

0.03% Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Meron 1 + Meron 2) -
not more than 0.7% / He 6onee 0,7 %

9 |Water/ Bona 1.4% Not more than 5.0% /
He 6onee 5,0 %
10 |Uniformity of dosage
units /
OIHOPOJHOCTH 1.4 Acceptance value (AV) should be not
JIO3MPOBAHUS more than 15.0 /
- Ibuprofen /ubynpodex IMoka3zarens npuemneMocTi (AV) H0/bkeH
OBITE He Ooee 15,0
- Paracetamol/ 1.4 Acceptance value (AV) should be not
napaneTamMon more than 15.0 /
IMoxasarens npuemineMocTH (AV) 10/KEH
OBITE He Oorniee 15,0
Remarks: The Product conforms to ND/ Opinion: APPROVED
Mpumeyanne: [Ipoayxr cooTBeTcTByeT TpeboBanusm HJI | 3akmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TogroTosnexo: ihivani [TposepeHo: Ram Ono6peHo: Meunemxep / PyKOBOIII/ITGJ'IB
Devi N rikﬁb Amit Kumar KW"
Reprint Date: Reprint Date: ) Reprint Date: !
Hdara:13.06.2023 Iara:13.06.2023 Jata:13.06.2023

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: 491 40 4900 2900, Fax: +3l 40 4500 2999, Email: mail@drreddys.com

CIN: 185195AP1984PLCO04507
www.drreddys.com




@ Dr. Reddy's Laboratories Ltg,
Dr. Red dY’S .o. Formulation Unit-6
E Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, IND1 g,

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page4 of 5/ Crp.4u35

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxanu®, TabeTKH, NOKPLITHIE nJIeHOYHO 0601049K0ii, 400 mr + 325 mr

Batch No / Cepusa Ne : V2301033 Batch Quantity / O6bem mapThi : 768.65 K
Analytical Report No / Ananutuueckuii oruer Ne : Date of Analysis / Jlata aHanu3a: 13.06.2023
040001896428

Date of Manufacture / Jlata npon3ssozicTsa : May-2023 Date of Expiry / Cpok rogHocTy : Apr-2028

Analysis performed according ND / Anann3 nposenet no HI: [T N011252/01-300522

11 [Microbial limits / |
Mpukpobuonorudeckas .
YUCTOTA
a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
Obuiee uncno
aspobHBIX
MHKPOOPTraHU3MOB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould count Menee 5 KOE/r He 6onee 100 KOE/r

/ Ob1ee Yncao
JPOXOKEBBIX U
TJIECHEBBIX rpubOB

¢) E. coli Absent in 1g/ OtcyrctByer B Ir  [Shall be absent in 1g / Otcyrcrsue B

Ir
12 |Assay/ 397.2 mg/397.2 mr 360.0 to 440.0 mg of Ci;3HisO2
KonuuectBeHHOE (Ibuprofen) per tablet /
onpezeneHne Ot 360,0 Mmr mo 440,0 mr Ci3HigOx
(ubynpoden) B TabieTKe
324.46 mg/ 324.46 mr 2925 to 3575 mg of GCiHoNO;

(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CsHoNO;
(napaieramon) B TaOJETKE

Remarks: The Product conforms to ND/ Opinion: APPROVED

IIpumeuanue: [IpoaykT cooteercTByeT TpeGosanusm HJI | 3awiouenne: OJOBPEHO

Prepared by / Checked by / _ Approved by: Manager/Executive /
[ToaroroBneHo: S {ga.m [TpoBepeno: Ramakant qL OnobpeHo: Meunemkep / Pykosoaurensb
Devi El Bi_dlz{*‘f’}”' Amit Kumar ?i««\\'-’" .

Reprint Date: Reprint Date: " Reprint Date: s

Maia:13.06,.2023 TlaTa: 11 0 2073 Toren 13 06 2073

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2993, Email: mail@drreddys.com
CIN: L83195AP1984PLCO0O4507
www.drreddys.com




Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDI A
Tel ; +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

Page Sof 5/ Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabieTkn, NOKPLITHIE IUIEHOUHOH 060:104Koii, 400 mr + 325 mr

Batch No / Cepist Ne : V2301033

Batch Quantity / O6bem naptin : 768.65 Kg

040001896428

Analytical Report No / AHanutiHueckuii oryer Ne :

Date of Analysis / J[lata aHanu3a: 13.06.2023

Date of Manufacture / Jlata npon3soicrsa : May-2023

Date of Expiry / Cpok roaHocTH ; Apr-2028

Analysis performed according ND / Ananu3 nposenet no HI: TT N011252/01-300522

13 | Package / YnaxoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Tlo 10
tabnetok B [IBX/Al 6nuctep. o 1
Oonucrtepy B [MAUKy KapTOHHYIO
BMECTE C  HHCTPYKUMEH IO
NPHMEHEHHIO.

10 tablets in PVC/ALI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / TTo 10 Tabnerox B IIBX/Al
6mucrep. Mo 1, 2 umm 20 6nmcrepos B
nayKy KapTOHHYIO BMECTE c
WHCTPYKLHKEN 110 NPUMEHEHHUIO.

14 | Labeling / Mapkuposka

According to ND. / B coorsercteuu ¢ H/L

15 | Storage conditions /

At temperature not more than 25 °C. /

~ |XpaHenue I[1pu Temnepatype He Bbile 25 °C.
16 | Shelf life / Cpox 5 vears / 5 net
t rOJIHOCTH
API name (INN)/
Hanmenosanue A®C (VHH): Ibuprofen / Ubynpoden Paracetamol / [Tapanieramon
L O g [ PIBM230097 1598/22-23, 5041/22-23
Homep cepun nponssopuTeisi ADC:
FP Manufacturer API Batch number /
Homep cepumn cybcTanuuu FEQA00182 FEQA00166, FEQA00167

npoussoauTens I'JId:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa SkTHB

Sri Krishna Pharmaceuticals
Ltd., India / lllpun KpnuHa

IIpumeuanue: [Ipoaykr coorseTcTBYeT TpeboBaHusM HJI

IlpouzBogutenb ADC, crpana: ®apma Caiiencus Jlnmuren, Huausa | @apmackroTHKaC Jtn.,
WUnpus
Remarks: The Product conforms to ND/ Opinion: APPROVED

Zaxnroyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBieHo: Sh'x;'ani [Tpoeepeno: Ramakant 4 Onobpeno: Menejxep / Pykopoaureis
Devi A / ,111 M!ti-"‘- Amit Kumar  [Qu~M"" —

Reprint Date: Reprint Date: 5o Reprint Date:

JaTa:13.06.2023 Harta:13.06.2023 Jarta:13.06.2023




