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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabeTKH, NOKPLITHIE JIEHOYHOH 060104 K0, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2301819

Batch Quantity / O6bem naptu : 766.7 K

040002125403

Analytical Report No / AHanuTH4ecknii oryer Ne ;

Date of Analysis / laTa ananu3za: 27.09.2023

Date of Manufacture / Jlata npouszsopcrea : Aug.2023

Date of Expiry / Cpok roguocTH : Jul.2028

Analysis performed according ND / Ananns nposegen nmo HJI: ITN011252/01-160123

Ne  |Test/IlokasaTens

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabnerku
KancynoBHAHOH ¢GOpMLI, MOKPLITLIE
TJIEHOYHOH 000JI0YKOH OpaHKeBOro
L[BETA, C PUCKOH HA OZHOM! CTOPOHE;
Ha [OIlepEYHOM paspe3e ~— SJpo
6enoro usera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Tabnerxn
KancynoBHOHOH — GOpMBL,  TNOKPBITHIE
nneHoyHo  obosouxol  opamHxeBoro

L[BETa, C DHCKOH Ha OAHOH CTOpOHE; Ha
[ONEPEYHOM pa3spese — AApo 6enoro unu
noyry besoro LBeTa.

2 |Identification /
[JonnuHEBEOCTE

Complies as prescribed/
CooTBeTCcTBYET

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) /
Bpemena ynep)xMBaHWUS OCHOBHBIX IHKOB
Ha  XpOMATOrPaMME  HCIBITYEMOrO
pacTBopa  OOMKHEI  COOTBETCTBOBATH
BpeMEHAM  YASMKMBAINS NHKOD [0
XPOMATOrpaMME pacTBOpa CTAHAAPTHLIX
o0pasuos WbynpodeHa ¥ napatleramMona
(pasnen «KonuyecTsenHoe
onpeaeneHue»)

3 |Average tablets weight
Cpensss Macca
Tabnerox

972.9 mg/972.9 Mr

From 9409 mg 999.1
(970.0 mg+ 3.0 %) /
Or 940,9 wr

(970,0 Mr 3,0 %)

to mg

999.1 Mr

IO

Remarks : The Prodnct confarms tn N/
Ilpumeuanne: Ilponyxr coorsercrryeT Tpebopanusm HJJ

QOpininn - APPROVEN
3axmwuenue: OJIOBPEHO

Prepared by /

[ToAroTORIEHO: Q/L‘

Santosh Kumar Maurya

Checked by /
Iporepenu: Pardeep Kumar

Approved by: Manager/Executive/
Ouobpeno: Menemkep / PykosoanTtens
Manoj Kumar

Reprint Date:.
Jara: 27.09.2023

Reprint Date:
Hara: 27.09.2023

Reprint Date:
Hara: 27.09.2023

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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Formulation Unit-6 -
Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTHGHKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yianu®, Tab1eTKH, MOKPHITHIE M1eHoYHoi 06onouKoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2301819

Batch Quantity / O6bem napru : 766.7 Kg

040002125403

Analytical Report No / AnannTnyeckni order N :

Date of Analysis / lata ananu3a: 27.09.2023

Date of Manufacture / JaTa nponsBojcrsa : Aug.2023

Date of Expiry / Cpox roguocts : Jul.2028

Analysis performed according ND / Ananu3 nposenes o HJI: [T N011252/01-160123

4 |Disintegration /
Pacnagaemoctn

08 min 09 sec/ 08 muH 09 cek

Not more than 30 min /
He Gonee 30 MUH

5 |Dissolution /
PacrsopeHue

97 % To 101 %

98 % to 103 %

Not less than 70% (Q) of C;3HiO:
(Tbuprofen) after 30 min /

He wMmewee 70 % (Q)
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) of CsHyNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(mapaueramon) yepes 30 MUH

Ci3H502

CsHyNO;

Remarks : The Product conforms to ND/
IIpumedanne: [IponykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmoyenne: ONIOBPEHO

Prepared by / QI/ Checked by / Approved by: Manager/Executive/
[Toaroropneno: &=~ ITpoeepeno: Pardeep Kumar | Ono6peHo: Menemxep / Pykosoaureib
Santosh Kumar Maurya ' Manoj Kumar A ?

e (gl
Reprint Date:. Reprint Date: Reprint Date:
Hara: 27.09.2023 Hata: 27.09.2023 Ilata: 27.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTHOUKAT AHATAIA
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TabaeTkH, NOKPLITHIE IEHOYHOH 0005104K0#, 400 mr + 325 mr

Batch No / Cepus Ne : V2301819 Batch Quantity / O6bem mapTun : 766.7 Kg
Analytical Report No / AHanmaTHUeckui oTyeT No Date of Analysis / {aTa anaausa: 27.09.2023
040002125403

Date of Manufacture / Jlara nponzeoetsa : Aug.2023 |Date of Expiry / Cpox rogroctn : Jul.2028

Analysis performed according ND / Anasn3 nposeaen mo HJL: TTN011252/01-160123

6 |Related substances / : 4-aminophenol (paracetamol impurity)
PoncreenHble npuMecH 0.0001% - not more than 0.005 % /

Method 1/ Meton 1 4-amuHO(EHON (TpUMECH TIapaneTamona)
- ue 6onee 0,005 %

Method 2 / Meton 2 0.02% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas e/IMHHYHAS npuMech
(ubynpodeHa WM NapaueTaMOsa) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.02% - not more than 0.7 % /

Cymma npumeceit (Meron 1 + Merton 2)
- He Gonee 0,7 %

9 |Water/ Bona 1.7% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoayKT cOOTBETCTBYET TpeGoanuam HJI | 3axmoyenue: ONOBPEHO
Prepared by / @L« Checked by / Approved by: Manager/Executive/
[ToarotopaeHo: “ IIposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykosgauTens:
Santosh Kumar Maurya f Manoj Kumar LWM
e b L

Reprint Date:. Reprint Date: Reprint Date:
Jarta: 27.09.2023 Jara: 27.09.2023 Jara: 27.09.2023

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
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Dr.Reddy’s "!0'

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

CERTIFICATE OF ANALYSISyww.drreddys.com
CEPTHOHUKAT AHAJIU3A

Paged4 of 6 /Ctp. 4 43 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yknun®, Tabneric, NoKpLITLe MVIeHO4HOH 060109KOi, 400 mr + 325 Mr

Batch No / Cepua No : V2301819

Batch Quantity / O6bem napTuu : 766.7 Kg

Analytical Report No / AHannTnueckuii oryer Ne :
040002125403

Date of Analysis / Jlata anannsa: 27.09.2023

Date of Manufacture / Jlata npou3soncrsa : Aug.2023

Date of Expiry / Cpox rogsocTH : Jul.2028

Analysis performed according ND / Anasms nposeaen no HJT: ITNO1 1252/01-160123

10 |Uniformity of dosage

units /

OaHOpPOAHOCTD Acceptance value (AV) should be not

IO3HPOBAHHA 1.6 more than 15.0 /

- Ibuprofen /nbynpotex IToxazarens npremieMocTH (AV) nomken
6bITH He Honee 15,0

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

napaueTamon more than 15.0 /
[TokazaTess npHeMneMocTH (AV) fnomxeH
6b1Th He 6onee 15,0

11 |Microbiological purity /

Mukpo6uosorayeckast

yucToTa*

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

microbial count / He 6onee 1000 KOE/r

O6iee uncio

a3pODHBIX

MHKPOOPTaHH3MOB

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

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

/ Obee yucIo

JPOXIKEBBIX H

IUIECHEBBIX I'prOOB

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

1r

Remarks : The Product conforms to ND/

Ipumedanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HI

Opinion : APPROVED
3akiouenne: QJJOBPEHO

Prepared by / ﬁ{ / Checked by / Approved by: Managef/Executive/
[Moarotosneno: “— | IIpoBepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoanrens
Santosh Kumar Maurya ; Manoj Kumar = /

- = '_.---"_
Reprint Date:. Reprint Date: Reprint Date:
Jara: 27.09.2023 Hata: 27.09.2023 Jara: 27.09.2023

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
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Dr. Reddy’s Q':‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSISWWW.drrEddVS.COm
CEPTHOHUKAT AHAJIH3A

PageSof 6/ Ctp. Suz 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabeTKH, MOKPLITHIE ILIEHO4HO#i 060/109K0#, 400 Mr + 325 Mr

Batch No / Cepust No : V2301819

Batch Quantity / O6bem napTun : 766.7 K

040002125403

Analytical Report No / AnanuTndecinii oruer Ne

Date of

Analysis / /laTa aganu3a: 27.09.2023

Date of Manufacture / JiaTa npoussogersa : Aug.2023

Date of

Expiry / Cpok rogsocts : Jul.2028

Analysis performed according ND / Aranm3 nposesen mo HJI: TTN011252/01-160123

12 |Assay/
KonnuecTBenHoe
olpeeneHue

393.4 mg/393.4 Mr

318.79 mg/318.79 mMr

From 360.0 to 440.0 mg of CiHis0;
(Tbuprofen) per tablet /

Or 360,0 mr mo 440,0 mr C3H;0,
(nbynpodeH) B TabaeTke

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

Or 292,5 mr mo 357,5 mr CgHyNO;
(napaueramon) B TabneTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10
tabnerox B [IBX/Al 6mmcrep. ITo 1

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / TTo 10 tabnerox B [IBX/Al
6mucrep. [To 1, 2 unu 20 6nucTEPOB B

6nucTepy B TaYKy KapTOHHYIO |HDayky KapTOHHYIO BMECTE G
BMECTE C  HHCTPYKUWEH IO |MHCTPYKUHMEH IO IPUMEHEHHIO.
HNPHMEHEHHIO.

14 | Labeling / MapxupoBka

According to ND. / B coorserctBuy ¢ HJI,

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHenue [Ipu Temneparype He Boilue 25 °C.
16 | Shelf life / Cpox 5 years/ 5 ner
rOLHOCTH

* 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. / [[]poBoAUTCS IPOM3BOJUTENEM TIDH
BBINYCKE MEPHOAUYECKH: Ui Kax o 20-0H cepuu MIIM HE MEHee 1 pasa B roa. [TokasaTens MOXET OBITH
He BKJIIO4EH B cepTudukar aHanusa GUpMsl

Remarks : The Product conforms to ND/
ITpumevanne: [IponyKT cOOTBETCTBYET Tpebopanuam HIT

Opinion : APPROVED
3axkmoyenne: OJOBPEHO

JHara: 27.09.2023

Prepared by / w Checked by / Approved by: Manager/Executive/
IloagrorosieHo: ITpoBepeHo: Pardeep Kumar Opo6peno: Menemxep / PykoBojHTeN b

3 B f
Santosh Kumar Maurya C-L—_’— Manoj Kumar [@/
Reprint Date:. Reprnt Date: Reprint Date:

Hara: 27.09.2023

Jara: 27.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 430N 2999, Fmail: mail@drreddys.com

CIN: L85135AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q,‘:'.

CERTIFICATE OF ANALYSI
CEPTHOHKAT AHAJIH3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
S Tel : 491 98166 56001-02

www.drreddys.com

Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Batch No / Cepust Ne : V2301819

U6yiaun®, TabaeTky, HOKPLITHIE IIeHouHoii 060104K0ii, 400 mr + 325 mr
Batch Quantity / O6bem naprun : 766.7 Kg

040002125403

Analytical Report No / AnamuTuyecknii oryer No :

Date of Ana

lysis / lara ananmu3sa: 27.09.2023

Date of Manufacture / Jara npouzBopcrsa : Aug.2023

Date of Expiry / Cpoxk rogrocty : Jul. 2028

Analysis performed according ND / Apanns nposeaen mo HJI: IINO1 1252/01-160123

API name (INN) /
Haunmenosaune AOC (MHH):

Ibuprofen / Hbynpoder

Paracetamol / [Tapaneramon

API manufacturer batch number /
Homep cepHH NPOH3BOANTENSN
ADC:

PIBM230173, PIBM230183,

4058/23-24

FP Manufacturer API Batch
number /

Homep cepuu cy6cTraHInH
npouzsoantenst I'JID:

FEQA00297, FEQA00298

FEQA00243

API Manufactured by & country /
Ilponssogurens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTUB
dapma Caiiencus Jlumurer,
Wuous

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpumnxa
dapmacsrotukanc JIta., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorreTcTByeT Tpebosanuam HJL

Opinion : APPROVED
3axmouenune: OIOBPEHO

Preparedby/ A/
IToaroToBseHo: @’”

Santosh Kumar Maurya

Checked by /
Iposepeno: Pardeep Kumar

<f-

—

Approved by: Manager/Executive/
Ono6peno: Menemxep / Pykosoautens
Manoj Kumar | '

o,

Reprint Date:.
Hara: 27.09.2023

Reprint Date:
Jata: 27.09.2023

Reprint Date:
Ilata: 27.09.2023

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: LB5155AP1984PLC004507
www.drreddys.com




