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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, TabaeTKH, IOKPbITHIE LIeHOYHOH 060/101K0il, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301350

Batch Quantity / O6bem naptun : 775.000 Kg

Analytical Report No / AnagaTHuecknii oryer Ne :
040002062272

Date of Analysis / [laTta anannsa: 28.08.2023

Date of Manufacture / llTata mpousBoactTsa : 07/2023

Date of Expiry / Cpok roanoctn : 06/2028

Analysis performed according ND / Anasus npoeeaen no HJI: IIN011252/01-160123

No | Test/ IlokasaTesb Results/ Pe3yabpTaTsl Specification / Hopma
1 |Description/ Onncarne |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
KATICYJIOBHIHOH (DOPMBI, NMOKPBITHIC|KAMCYIOBUAHOH  (OPMBI,  IOKPBITHIE
TUIEHOYHOH 06O0IOUKO OpaH)KEBOTro|[JICHOUHOH  060JIOUKOM  OpaHKeBOro
I[BETa, C PUCKOH Ha OJIHOM CTOPOHE;|L[BETa, C PUCKOH HA OJIHOA CTOpPOHE; Ha
Ha TONEPEYHOM paspese — spo|IONEPEYHOM paspese — sApo Gesoro Hiu
6enoro uBera. noutH 6enoro 1BeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[MoanuHHOCTE 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) /
BpeMeHa yiepKMBaHHA OCHOBHBIX NMKOB
Ha XpoMaTorpamme UCTBITYEMOTO
pacTBOpa  JOKHBI  COOTBETCTBOBATh
BpeMeHaM  YIEP)KHBaHWA MHKOB  Ha
XpoMaTorpaMme pacTBOpa CTaHAApTHBIX
o0pa3uoB ubynpodeHa M mapaneramosna
(paznen «KonuuecTBeHHOE
ompeneeHHe»)
3 |Average tablets weight 972.8 mg/972.8 mr From 9409 mg to 9991 mg
Cpennsis Macca (970.0 mg £+ 3.0 %) /
TabieTok Ot 9409 wMr o 999,1 MT

(970,0 mr + 3,0 %)

Remarks : The Product conforms to ND/
Mpumeuanue: [Ipoaykr coorBeTcTByeT TpedoBanuam HJI

Opinion : APPROVED
3axnarouenue: OJJOBPEHO

Prepared by /
[ToaroTorneHo:
Pardeep Kumar

1

Checked by /
[TposepeHo: Santosh Kumar

Approved by: Manager/Executive/
OnobpeHo: Mene,
Abhishek Chauhan

p / PykoBoaurens

Reprint Date:
Jara: 09.11.2023

Maurya @‘
Reprint Date:

Hata: 09.11.2023

Reprint Date:
Hata: 09.11.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, TabJeTKH, NOKPbITHIE INIEHO4HOi 060104K0#, 400 Mr + 325 mr

Batch No / Cepnst Ne : V2301350

Batch Quantity / O6bem napTuu : 775.000 Kg

040002062272

Analytical Report No / Anamutudeckuii oryer Ne :

Date of Analysis / [laTa ananu3za: 28.08.2023

Date of Manufacture / [aTta npounssoacrsa : 07/2023

Date of Expiry / Cpok rognoct : 06/2028

Analysis performed according ND / Ananun3s nposegen mo HJI: ITN011252/01-160123

4 |Disintegration /
PacmanaemMocThb

08 min 12 sec/ 08 muH 12 cek

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
PacTBOpeHue

96 % To 101 %

98 % to 101 %

Not less than 70% (Q) of Ci3sH;s0:
(Tbuprofen) after 30 min /

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

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wMenee 70 % (Q)
(napaueramon) yepes 30 MUH

C13H1502

CsHoNO,

Remarks : The Product conforms to ND/
ITpumeuanne: [IponykT cooTBeTcTBYeET TpeboBaHUAM HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

JHara: 09.11.2023

Jata: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: [IpoBepeno: Santosh Kumar Ono6peHo: Menemkep / PykoBoaurtens
Pardeep Kumar Ci"._,/ Maurya o s Abhishek ChauhaiL\

Reprint Date: Reprint Date: Reprint Date: !

Harta: 09.11.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykauH®, T261€TKH, IOKPHITHIE NJ1eHO4HOH 000/1049K0ii, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2301350

Batch Quantity / O6bem maptuu : 775.000 Kg

040002062272

Analytical Report No / AHannTu4eckHii oruer Ne :

Date of Analysis / [laTa anann3a: 28.08.2023

Date of Manufacture / Jlata npoussoacrsa : 07/2023

Date of Expiry / Cpok rognoctH : 06/2028

Analysis performed according ND / Anaau3 nposenen mo HJI: I1 N011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

PoncTeenHble NpUMeCH - not more than 0.005 % /

Method 1 / Meton 1 4-amuHOQeHoN (IpUMeECh NapaleTamora)
- "e 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eNUHNYHAsA IpUMECh
(ubympodena win napaleTaMmolia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceit (Meron 1 + Meron 2)
- "e 6onee 0,7 %
9 |Water/Bona 1.6% Not more than 5.0 % /

He 6omee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBaHusaM HJL

Opinion : APPROVED
3akmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: ITposepeHo: Santosh Kumar | Ono6peno: Menemkep / PykoBoaurens
Pardeep Kumar Qf/ Maurya @, Abhishek Chauhan \

Reprint Date: Reprint Date: Reprint Date: \

Hara: 09.11.2023 Hata: 09.11.2023 Hara: 09.11.2023

Registerad Nffice: 8-2-337, Road No. 3, Ranjara Hills, Hyrlerahad - 50NN34, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabaeTKH, NOKPbIThIE IIeHOYHOH 060.104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301350

Batch Quantity / O6bem maptun : 775.000 Kg

Analytical Report No / AHaJaTHUecKHiH 0TYeT Ne :
040002062272

Date of Analysis / lara anaau3a: 28.08.2023

Date of Manufacture / Jlata npousBoacTsa : 07/2023

Date of Expiry / Cpok rogaocts : 06/2028

Analysis performed according ND / AnaJu3 nposeen no HJI: T1 N011252/01-160123

a) Total aerobic
microbial count /
O6uee yuciIo
a’pOOHBIX
MHKPOOPTaHH3MOB

b) Total combined
yeasts and mould count
/ Ob1ee uucno
JIPOIOKEBBIX U
IJIECHEBBIX TprbOB

c¢) E. coli

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 05 CFU/g /
Menee 05 KOE/r

Absent in 1g/ OtcyrcTByeT B 1T

10 |Uniformity of dosage
units /
OOHOPOAHOCTH Acceptance value (AV) should be not
J03UpOBaHUS 1.8 more than 15.0 /
- Ibuprofen /u6ynpoden IMokazatess npueMieMocTd (AV) nomkeH
65ITh He 6onee 15,0
- Paracetamol/ 1.8 Acceptance value (AV) should be not
mapareTamot more than 15.0 /
IToxasaTenb npueMieMocTH (AV) NoDkeH
6bITE He 6oitee 15,0
11 |Microbiological purity /
Mukpobuonoruieckas
yuctoTa*

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be absent in 1g / OtcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
IIpumeuanmue: [TpoaykT cooTBeTcTByeT TpeboBaHusaM HJI

Opinion : APPROVED
Zaxaouenue: OJJOBPEHO

Jata: 09.11.2023

Jata: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: [TpoeepeHo: Santosh Kumar Ono6peHo: Menemkep / Pyxosonurens
Pardeep Kumar QL Maurya (» Abhishek Chauhan

A /
Reprint Date: Reprint Date: Reprint Date: '

Jata: 09.11.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Tab1eTKH, MOKPbIThIE ILIEHOYHO# 0605104K0i#, 400 Mr + 325 mMr
Batch No / Cepusa Ne : V2301350 Batch Quantity / O6nem nmaptau : 775.000 Kg
Analytical Report No / AHanuTH4YeckHi oTdyer No : Date of Analysis / laTa ananu3sa: 28.08.2023
040002062272
Date of Manufacture / lata npoussoacTsa : 07/2023 | Date of Expiry / Cpok roanocts : 06/2028
Analysis performed according ND / Auaau3 nposesen nmo HJI: 1 N011252/01-160123
12 |Assay/ 401.0 mg /401.0 Mmr From 360.0 to 440.0 mg of C;3Hi302
KonuuectBeHHOE (Tbuprofen) per tablet /
onpeaeneHue Ot 360,0 mr mo 440,0 mr C;3His0;
(ubynpoden) B TabneTke
324.42 mg / 324.42 mMr From 292.5 to 357.5 mg of CsHyoNO;
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CsHoNO;
(mapaueramorn) B TabJIeTKe
13 | Package / YakoBka 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
tabnerox B [IBX/Al 6nucrep. [To 1 |6muctep. Ilo 1, 2 unu 20 6nucrepoB B
OoMcTepy B MAaykKy KapTOHHYIO |MaukKy KapTOHHYIO BMeECTE c
BMECTE ¢ HUHCTPYKIMeH MO |MHCTPYKUHEH MO IMPUMEHEHHIO.
NPHMEHEHMUIO.
14 | Labeling / MapkupoBka| According to ND. / B cootBerctsuu ¢ HJL.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temneparype He BblLe 25 °C.
16 | Shelf life / Cpox 5 years / 5 ner
rOMHOCTH

* 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. / [IpoBoAHTCS NPOU3BOAUTENEM NPU
BBIyCKE TEPHOJMUECKH: JUIsl Kaxkmoi 20-0if ceprn Wi He MeHee 1 pasa B rofi. Ilokasatens MOXeT ObITh
HE BKJIIOYEH B cepTudhHKaT aHanu3a GupMsl

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotorneHo: [TposepeHo: Santosh Kumar Ono6peHo: Merae,u@ymlaozlmenb
Pardeep Kumar OL Maurya Abhishek Chauhan

- @—\ \\-..‘ ., \
Reprint Date: Reprint Date: Reprint Date:
Ilata: 09.11.2023 Jara: 09.11.2023 Hata: 09.11.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxaun®, Tab/1eTKH, MOKPBITHIE IIEHOYHO# 000104K0#H, 400 Mr + 325 mr

Batch No / Cepust Ne: V2301350

Batch Quantity / O6bem mapThu : 775.000 Kg

040002062272

Analytical Report No / AnaanTHdeckuii oryer Ne :

Date of Analysis / laTa anammza: 28.08.2023

Date of Expiry / Cpok roguoctu : 06/2028

|Date of Manufacture / Jlata npoussoactsa : 07/2023
Analysis performed according ND / Anasnu3 nposeaed no HJ: I1N011252/01-160123

API name (INN) /

Hamnvenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [1apaueramon
API manufacturer batch number /

Homep cepuu npou3BoanTEIA PIBM230150 5047/22-23

ADC:

FP Manufacturer API Batch

DGR FEQA00218 FEQA00191

Homep cepun cy6cTannuu
npouspoautess I'JI0:

API Manufactured by & country /
IIpouzBoaurenan ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumuren,
WUnaus

Sri Krishna Pharmaceuticals Ltd.,
India / lllpu Kpuina
®dapmackrotukanc JIta., Maous

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeuanue: [TpoaykT coorsercTyeT Tpebopanuam HJ[ | 3akmiouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: [TpoBepeHo: Santosh Kumar Onobpeno: Menemxep / PykoBoaurenb
Pardeep Kumar Qf/ Maurya @h Abhishek Chauhan k\

Reprint Date: Reprint Date: Reprint Date:

Jara: 09.11.2023 Hara: 09.11.2023 Hara: 09.11.2023
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