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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKkana®, TabJeTKH, NOKpPbIThIe NNIeHO4HOoii 060104Ko0ii, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2400415

Batch Quantity / O6wem napTuu : 776.0 Kg

Analytical Report No / AnaauTu4yeckuii oryer Ne :
040002462127

Date of Analysis / JlaTa ananuza: 28.03.2024

Date of Manufacture / Jlata mpoussojersa : 02/2024

Date of Expiry / Cpox roanocth : 01/2029

Analysis performed according ND / Anaau3 nposesen mo HJI: TIN011252/01-160123

Ne |Test/ Iloka3arelb Results/ PesynbTaThl 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. ./  TabGnerku|core at the cross-section. / Tabnerku
KaICyJIOBUAHOM (OPMBI, MOKPBITBIC|KANCYIOBHAIION  QOPMBI,  MOKPBIThHIE
M71eHOYHOH 060JI0YKOM OpaHKEeBOrO|MNEHOYHOH  00O0JIOUKOH  OpaHXeBOro
11BETa, C PUCKOM HA OJJHOH CTOPOHE;|1[BETa, C PUCKOH Ha OAHOM CTOpOHE; Ha
Ha TIOMEPEYHOM paspese — spO|MONEPEeyHOM paspese — sapo Genoro uiu
fenoro 1BeTA. noyTH 6enoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IToTHHHOCTB 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 ynep)xvBaHUsI OCHOBHBIX MTHKOB
Ha XpOMaTorpaMmme UCTIBITYEMOTO
pacTBOopa  JOJDKHBl ~ COOTBETCTBOBAThH
BpEMEHAM  YJepXUBaHUS IMHMKOB Ha
XpoMaTorpaMMme pacTBOpa CTaHJapTHHIX
obpasioB ubympodeHa M mapaueramona
(paznen «KonuuecTBeHHOE
onpesieNeHye)
3 |Average tablets weight 971.0 mg/971.0 mr From 9409 mg to 999.1 mg
CpenHss Macca (970.0 mg £3.0 %) /
TabJIETOK Or 940,9 wMr nmo 999,1 MI

(970,0 mr + 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT coorBeTcTBYeT Tpebosauusm HJL

Opinion : APPROVED
3axaouenune: OJJOBPEHO

Jara: 28.03.2024

Hata: 28.03.2024

Prepared by / Checked by / Approved by: Managey/Executive/
[ToarotosaeHo: Niti ITpoBepeno: Santwr/nar Onobpeno: Menepkep)/ Pykosonyrensb
Sharma & Maurya F Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date: \

Hara: 28.03.2024

Rogistered Office:
Tel +41 46 A900 2500,

8-2-337, Foad #o, 3, Ban]
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ho6ykanH®, TabJeTKH, MOKPBIThIe INIEHOYHOH 000J104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400415

Batch Quantity / O6bem maptuu : 776.0 Kg

040002462127

Analytical Report No / Ananmutudecknii oruet Ne :

Date of Analysis / [laTa ananu3za: 28.03.2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpok rognocru : 01/2029

Analysis performed according ND / Ananns nposeaen nmo HJI: TIN011252/01-160123

4 |Disintegration / 06 min 06 sec/ 06 mun 06 cek  |Not more than 30 min /
Pacnanaemocts He 6osee 30 Mun
5 |Dissolution / 93 % To 100 % Not less than 70% (Q) of CisH;50;
PacTBopeHIie (Ibuprofen) after 30 min /
He wmenee 70 % (Q) Ci3sHis0
(ubynpoden) yepes 30 MuH
97 % to 104 % Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenmee 70 % (Q) CsHoNO;
(napaueramon) yepes 30 MUH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT coorBercTBYeT Tpebopanuam HJ| | 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Mandger/Executive/
[ToarorosneHo: Niﬂ{l [Ipoepeno: Santosh Kumar Ono6peHo: Meneprep / PykoppanTens
Sharma H/ Maurya J%:’— Abhishek Chauhan ‘ﬂ
Reprint Date:. g Reprint Date: Reprint Date:
Jara: 28.03.2024 Jara: 28.03.2024 Jata: 28.03.2024

Registerad Office: 3-2-227, Road No, 3,
+01 40 4900 2900, Fax: +91 4G 4900 2999, Email: matl@d

Tol:

CIN: LS5195AP1984PLCG04507
www.drreddys.com

Banjara Hills, Hyderahad - 500024, Telangana, indin

rreddys,.com
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yxaun®, Tab1eTKH, NOKPBITHIE MJIEHO4HOI 000/104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400415

Batch Quantity / O6nem maptuu : 776.0 Kg

040002462127

Analytical Report No / Ananntuyeckuii order Ne :

Date of Analysis / JlaTta ananu3za: 28.03.2024

Date of Manufacture / Jlara npousoacrsa : 02/2024

Date of Expiry / Cpok roguocts : 01/2029

Analysis performed according ND / Ananu3 nposeaed mo H/I: TIN011252/01-160123

6 |Related substances /
PoacTBenHsie npuMecu
Method 1/ Meton 1

Method 2 / Meton 2

0.0001%

Below BDL/ Huxe mopora perucrpaluu

4-aminophenol (paracetamol impurity)
- not more than 0.005 % /

4-amMuHO(EHON (MpUMech NapaleTamMmoria)
- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JlroGas eIMHUYHAs NpUMECh
(ubynpodeHa MM mMapaueramona) - He
oonee 0,3 %

Total impurities (Method 1+ Method 2)
- not more than 0.7 % /

0.0001% Cymma npumeceii (Metoa 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/ Bopa 1.5% Not more than 5.0 %/

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeuanue: [TpoaykT coorBeTcTByeT TpeGopanusm HJ[ | 3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive/
[MogrorosneHo: Nitin [Tpoepeno: Santggh Kumar OpoGpeHo: MeHemlceRPymB HTElb
Sharma Y‘]E/ Maurya ,@' Abhishek Chauhan Otl
Reprint Date:. Reprint Date: Reprint Date:

Jara: 28.03.2024 Hara: 28.03.2024 Jara: 28.03.2024
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CERTIFICATE OF ANALYSIS "
CEPTHOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6ykann®, TabieTKH, NOKPHIThIE IIEHOYHOi 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400415

Batch Quantity / O6bem mapruu : 776.0 Kg

Analytical Report No / Asanuru4yeckuii oryer No :
040002462127

Date of Analysis / [lara ananu3za: 28.03.2024

Date of Manufacture / Jlata npousBoacrsa : 02/2024

Date of Expiry / Cpok roguocts : 01/2029

Analysis performed according ND / Anaau3 nposegen mo HJI: II1 NO11252/01-160123

10 |Uniformity of dosage

units /

OnHOPOIHOCTE Acceptance value (AV) should be not

JIO3UPOBAHUS 1.7 more than 15.0 /

- Ibuprolen /uGynpoden IToxasaTens npueMiicMocTH (AV) TOJDKCH
ObITh He boiee 15,0

- Paracetamol/ 1.7 Acceptance value (AV) should be not

napaneTaMmo more than 15.0 /
[Toxazartens npuemiemMoctd (AV) nomken
OBITH He Ooee 15,0

11 |Microbiological purity /

MiukpobuosoruuecKas

yucroTa*

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

microbial count / NA He 6onee 1000 KOE/r

O61uee yucio

a’pOOHBIX

MHKPOOPTraHH3MOB

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

yeasts and mould count He 6onee 100 KOE/r

/ O0Liee uncio

JPOXIKEBBIX U

NJIECHEBBIX TPUOOB

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

ir

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykt coorBercTBYET Tpebosanuam HJI

Opinion : APPROVED
3akioueHne: O}IOBPEHO

Hara: 28.03.2024

Jlata: 28.03.2024

Prepared by / Checked by / Approved by: Managef{Executive/
[ToarotoBneHo: Nit‘]jl [Iporepeno: Santosh Kumar Onobpeno: Menemxep\ Pykosoagrens
Sharma A Maurya (£ Abhishek Chauhan ’TT
Reprint Date:. Reprint Date: Reprint Date: \

JHara: 28.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, TaGiieTKH, OKPLITHIE NIEHOYHOH 060J104K0ii, 400 mr + 325 mr
Batch No / Cepust Ne : V2400415 Batch Quantity / O6bem naptun : 776.0 Kg
Analytical Report No / AnaaunTuyeckuii oryer Ne : Date of Analysis / /lata anaau3za: 28.03.2024
040002462127
Date of Manufacture / Jlata nponssozctsa : 02/2024 | Date of Expiry / Cpok roanocru : 01/2029
Analysis performed according ND / Ananus nposegen mo HJI: I1N011252/01-160123
12 |Assay/ 393.5 mg/393.5mMr From 360.0 to 440.0 mg of C;3sHisO:
KonnuectBeHHOE (Tbuprofen) per tablet /
orpeesieHne Or 360,0 mr mo 440,0 mr CisHis02
(ubynpodeH) B TabneTke
323.69 mg/ 323.69 From 292.5 to 357.5 mg of CsHyoNO»
MT (Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO,
(napaueramol) B TabaeTke
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI 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. / [To 10 Ttabnerok B [IBX/Al
tabnerok B [IBX/Al 6aucrep. [To 1 |6nucrep. Ilo 1, 2 nuim 20 6aucrepos B
Onaucrepy B TAuKy KapTOHHYIO |MadkKy KapTOHHYO BMecTe c
BMECTE C  MHCTPYKUHEH MO |HHCTPYKLHEH M0 NPUMEHEHMUIO.
TIPUMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootBerctun ¢ HJIL.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue I1pu Temneparype He Boiute 25 °C.
16 | Shelflife / Cpok 5 years / 5 ner
TOIHOCTU

* 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. / [IpoBoguTCs IPOH3BOAHTENCM HPH
BBINYCKe MEPUOANYECKH: AN Kakaoh 20-0i cepuu Wi He MeHee 1 pasa B rof. Ilokasatens Moxer ObiTh
HE BKJIIOYEH B cepTHHKAT aHanu3a hupMbl

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykr coorBercTBYeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive/
[ToaroroBneHo: N'Rin I[TposepeHo: Santosh Kumar Onob6peno: Menemxep / Pykosoaurens
Sharma ?;/ Maurya Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date: A

Hara: 28.03.2024 Jara: 28.03.2024 Hara: 28.03.2024

£o38, Telangang, Indiz
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CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Ta0aeTKH, IOKPLITHIE MIeH0YHOi 060/104K0i, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2400415

Batch Quantity / O6bem napran : 776.0 Kg

040002462127

Analytical Report No / Ananutuueckuii oruer Ne :

Date of Analysis / laTa anasiuza: 28.03.2024

Date of Manufacture / Jlara npoussojcrsa : 02/2024

Date of Expiry / Cpok rogsoctn : 01/2029

Analysis performed according ND / Anaan3 nposegen mo HJI: [T N011252/01-160123

API name (INN) /

Haumenosamue AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number /
Homep cepun Npou3BOAMTEJISk A-4910 4594/23-24
ADC:
FP Manufacturer API Batch
number / FERA00014 FERA00003
Homep cepun cyGcTaHLIHH
nponssoanTens [JIdD:
JOL Chemicals and Sri Krishna Pharmaceuticals Ltd.,

API Manufactured by & country /
Npoussogurens ADC, crpana:

Pharmaceuticals Limited, India /
HNOJI Kemukaic 31,
®apmacerotukaic JIta., Munus

India / [1Ipn Kpuinga
dapmacpiotukanc JIta., MHaus

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykt coorBercTByeT Tpebosanusm HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manjger/Executive/
[MoarorosneHo: Niti [TpoeepeHo: Santosh Kumar Ono6peno: Menewkep / Pykospaureins
Sharma QJ/ Maurya N Abhishek Chauhan /t
Reprint Date:. . Reprint Date: Reprint Date: \

Jaia: 28.03.2024 Hara: 28.03.2024 Jara: 28.03.2021

~

Registered Qffice: 8-2-437, Bo
Tel 21 404500 2

v diraddys.com




