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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknuu®, TabneTkH, MOKPLITHIE NIEH04YHoH 0601049K0ii, 400 mr + 325 mMr

Batch No / Cepust Ne : V2302495

Batch Quantity / O6sem nmaptau : 767.0 K

040002353170

Analytical Report No / AHanuTnueckuii oruyer Ne :

Date of Analysis / [lata ananuza: 28.12.2023

Date of Manufacture / JlaTta npou3ssoacrsa : 12/2023

Date of Expiry / Cpox rognocts : 11/2028

Analysis performed according ND / Auanus nposeaen no HJI: I1 N011252/01-160123

ITpiimeyanne: [IpdaykT cooTBeTcTBYeT TpeGoBanMam HJI

Ne |Test/ IokazaTenn Results/ Pe3yasTaThl Specification / Hopma
I |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. / Tabnerku
KALCYJIOBUAHOR (OPMBI, MOKPHITHIE KaNCyJOBHAHOH  GOPMBL,  TOKpBITHIE
TUICHOUHOMH 000JI04KO/ OpaHXEBOTO |NJIeHOYHOH  060no4YKOol  OpaHXKeBoro
L[BETa, C PHCKOH Ha OAHOW CTOpPOHE;|L[BETa, C PUCKOH HA OJHOH CTOpOHeE; Ha
Ha TNOINepevyHOM pa3pe3e — SOpPO|MONEpPeuHoM paspese — apo Genoro unn
6enoro ugera. no4tu Genoro 1BeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
ITonnuHHOCTH CootsercTByer 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 yep>xuBaHdsl OCHOBHBIX IMHKOB
Ha  XpoMartorpamme HCIIBITYEMOrO
pacTBopa  JIOJDKHBI ~ COOTBETCTBOBATh
BpeMeHaM  YICPKHBAHHE (HKOB Ha
XPOMATOTPAMME PACTBOPA CTAHAAPTHLIX
obpastos néynpodesa H napaueramona
(pazaen «Kommecreeddoe
OnpeneneHies)
3 |Average tablets weight 969.2 mg / 969.2 Mr From 9409 mg to 999.1 mg
Cpennss Macca (970.0 mg £3.0 %) /
TabeTok Or 9409 wmMr go 999,1 Mr
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmwouenue: OJJOGPEHO

Jara: 28.12.2023

Prepared by / ] Checked by / Approved by: Manager/Executive/
IlogroroBneHo: f\ ITposepeno: Santosh Kumar | Ogo6peno: MeHemicep / PykosoanTens
Ankit /’ Maurya gl" Manoj Kumar .,-\'Ym A _‘_‘I

Reprint Date: Reprint Date: Reprint Date:

Mara: 28.12.2023

Jara: 28.12.2023

CIN: LRB155AP1284PLCODERDT
wirnat dreredays cam

4 o, 3, Banizra Rills, Hydarabad - 500034, Telangana, lnain
Far: +01 40 2900 2899, Emzil: maili®drreddys,com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6yKkanu®, TabneTkH, NOKPLITHIE NIeHOUHOH 0600uK0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302495

Batch Quantity / O6bem maprau : 767.0 Kg

040002353170

Analytical Report No / AnannTHyeckHii oTder No:

Date of Analysis / lata anaaunsa: 28.12.2023

Date of Manufacture / Jlata npousBojcrea : 12/2023

Date of Expiry / Cpok roguocts : 11/2028

Analysis performed according ND / Ananns nposesen mo HJI: [T NO1 1252/01-160123

4 |Disintegration /
PacnagaeMocTs

06 min 30 sec/ 06 Muk 30 cex

Not more than 30 min /
He 6onee 30 MHH

5 |Dissolution /
Pacteopenne

98 % To 102 %

97 % to 102 %

Not less than 70% (Q) of Ci3H ;50
(Tbuprofen) after 30 min /

He Mexee 70 % (Q) C(;H]aOz
(ubynpoden) yepe3 30 MHH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /

He w™enee 70 % (Q) CsHoNO;
(nmapaueramoa) yepes 30 MHH

Remarks : The Product conforms to ND/
Hpumeuanue: [Tpoaykr coorsercTeyer TpeGoranuam HJI

Opinion : APPROVED
3aknrouenue: OJOBPEHO

Hara: 28.12.2023

Jata: 28.12.2023

Prepared by / * | Checked by / Approved by: Manager/kExecutive/
IToaroroBieHo: } ITpoBepeno: Santosh Kumar | Omo6peHo: Meremxkep / PykosoauTens
Ankit /{/,- Maurya 0 Manoj Kumar
- -
— i
Reprint Date: Reprint Date: Reprint Date: b })4 .4
e

Jata: 28.12.2023
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CEPTHOHKAT AHAJIH3A
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKxaun®, Ta61eTKH, NOKPLIThIE NIeHO4HOH 060104Koii, 400 Mr + 325 Mmr

Batch No / Cepus Nt : V2302495

Batch Quantity / O6bem maprun : 767.0 Kg

040002353170

Analytical Report No / Anaautuveckui oryer Ne :

Date of Analysis / laTa anann3a: 28.12.2023

Date of Manufacture / JlaTa npou3BogcTBa :

12/2023

Date of Expiry / Cpok roanocth : 11/2028

Analysis performed according ND / Ananus nposenen no HJL: TINO011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

PozicTBeHHBIE TPHMECH - not more than 0.005 % /
Method 1/ Meron 1 4-amuHogeHon (MpUMECh NapaneTamMmona)
- He 6onee 0,005 %
Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobast eMHMYHAsA PHMECH
(ubynpodeHa WM mapaleTamona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
CymmMa npumecedt (Meroa 1 + Merton 2)
- He 6onee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /
He 601ee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanne: [TpoaykT cootseTcTByeT TpeGosanmam HJ | 3axmouenne: ONIOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
HOD,FOTOBJ]CHO ITposepeno: Santosh Kumar | Onobpeno: Menemkep / PykogoauTens
/ﬂ( Maurya C\g\ Manoj Kumar /‘
-— \) > (U ©
Reprint Date: Reprint Date: Reprint Date:
Jlata: 28.12.2023 Jlata: 28.12.2023 Jara: 28.12.2023
R iste .3, Banjara Hills, Hyderabad - 500034, Telangana, India

°00 2200, Faw: L91 40 3
CIN: LES
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CEPTHOHKAT AHAJTH3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabieTicn, NOKPLITHIE MIeHO4YHOM 0005104K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2302495

Batch Quantity / O6sem napran : 767.0 K

040002353170

| Analytical Report No / AnanuTuueckuit oruer Ne :

Date of Analysis / [IaTa ananu3a: 28.12.2023

Date of Manufacture / Jlata nponssoacrsa : 12/2023

Date of Expiry / Cpox rogsoers : 11/2028

Analysis performed according ND / Ananu3s nposeaen mo HJI: IT N011252/01-160123

10 |Uniformity of dosage

units /

OxHOpOIHOCTD Acceptance value (AV) should be not

JIO3HPOBaHUs 1.3 more than 15.0 /

- Ibuprofen /ubynpoden IMoxkasarens npuemneMoctd (AV) gonxed
65ITh He 6onee 15,0

- Paracetamol/ 1.2 Acceptance value (AV) should be not

napawleTamon more than 15.0 /
[NoxasaTens npuemsemMoctd (AV) nomken
ObITh He bomee 15,0

11 |Microbiological purity /

Muxpobuonorudeckas

yucToTa*

a) 'l'otal aerobic NA Not more than 100U CkU/g/

microbial count / He 6onee 1000 KOE/r

O6uyee qdco

a3pobHBIX

MUKpPOOPraHU3MOB

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

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

/ O6miee yucno

IOPOMIKEBBIX H

IJIECHEBBIX TPUOOB

c) E. coli NA Shall be absent in 1g / OtcyrcTBHE B

Ir

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT cooTseTcTayeT Tpebosanuam HJL

Opinion : APPROVED
3akmouenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Exccutive/v
[TojroroBaeHo: PI\ TTpoeepeno: Santosh Kumar | Onobpeso: Menemkep / PykoBoauTeb
Anlkit '\~ | Maurya Manoj Kumar ’4 (’

= ‘-M;,.
Reprint Date: Reprint Date: Reprint Date:
Hara: 28.12.2023 Hara: 28.12.2023 Jara: 28.12.2023

e R Sithe
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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 ANALYSIS www.drreddys.com
CEPTH®UKAT AHAJTU3A
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[Product; Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, Ta61eTKH, NOKPBITHIE IeH04HOH 000104K0i, 400 mr + 325 mr
Batch No / Cepns No : V2302495 Batch Quantity / O6bem napran : 767.0 Kg
Analytical Report No / Ananurauecknii orger Ne : Date of Analysis / {laTa ananusza: 28.12.2023
040002353170
Date of Manufacture / lata npoussoactsa : 12/2023  [Date of Expiry / Cpok roanoct : 11/2028
Analysis performed according ND / Ananu3s nposesen mo HJI: TTN011252/01-160123
12 |Assay/ 397.8 mg/397.8 Mr From 360.0 to 440.0 mg of C,3H;30,
KonuuecTBeHHOE (Ibuprofen) per tablet /
onpesienexnme Ot 360,0 mr mo 440,0 mr CisHgO;
(ubynpodeH) B TabneTke
322.77 mg/322.77 mr From 292.5 to 357.5 mg of CgHoNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO;
(napaueramoi) B TabyieTke
13 | Package / YuakoBka 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. / [To 10 Tabnerok B [IBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6nuctep. Ilo 1, 2 unn 20 6nuctepos B
6aucTepy B Mavyky KApTOHHYKO |HauKy KapTOHHYO BMeECTE c
BMCCTC  ©  MHCTPYRUMCH MO |MHCTPYKOMCH MO NPYIMCIICIIHIO.
TNIPHMEHEHHIO.
14 | Labeling / Mapkunposka| According to ND. / B cootsercruy ¢ HI
15 | Storage conditions / At temperature not more than 25 °C. /
Xpauenue IIpu Temueparype He Boie 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 net
TONHOCTH

* 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. / [I[poBoauTcs IpPOM3BOAUTENEM [IPH
BBINYCKE NEPHOHUECKH: JNA Kaxaoi 20-of cepuu MM He meree 1 pasa B rox. Ilokasaresib MOXeT ObITh
He BKIIOUEeH B cepTU(HKAT aHaNU3a HUPMBL

Remarks : The Product conforms to ND/
IIpuMeuanme: ITpoayKT COOTBETCTRYET Tpebosanusam HJT

Opinion : APPROVED
3axmouenne: OJOBPEHO

Hara: 28.12.2023

Hara: 28.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroTorneHo: J | ITposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosoaurens
Ankit /A ~" | Maurya Manoj Kumar /"

s
Reprint Date: Reprint Date: Reprint Date:

Hata: 28.12.2023
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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 ANALYSIS Www,drreddys,con‘.
CEPTHOHUKAT AHAJIM3A

H3A

Page 6 of 6/ C1p. 6 u3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknua®, Ta0/1eTKH, MOKPRITLIE NJIeHOYHOH 060104KOi, 400 mr + 325 mr

Batch No / Cepus Ne : V2302495

Batch Quantity / O6beM napras : 767.0 Kg

040002353170

Analytical Report No / AnanuTuvecknii or4er Ne :

Date of Analysis / JaTa ananu3a: 28.12.2023

Date of Manufacture / JJaTa npon3Bojcrsa : 12/2023

Date of Expiry / Cpox rogmocts : 11/2028

Analysis performed according ND / Ananu3 nposesen no HJI: [T N011252/01-160123

API name (INN) /
HanmenoBanne APC (MHH):

Ibuprofen / Ubynpoden

Paracetamol / ITapauetamon

API manufacturer batch numb
Homep cepuH Mpou3BOIAHTEIIA
APC:

er/

PIBM230373, PIBM230376

0835/23-24

FP Manufacturer API Batch
number /

Homep cepus cyGcTaHIHA
npouisoanTens I'JId:

FEQAO00481, FEQA00536

FEQAO00566

Ipoussoautens APC, cTpaHa:

API Manufactured by & country /

®apma Catiencus JIumuren,
Huuns

Solara Active Pharma Sciences
Limited, India / Conapa 3xTuB

Sri Krishna Pharmaceuticals Ltd.,
India / [LIpu Kpumna
dapmacerotuxaic JIta., Uuaus

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorsercrayet TpeboBanusm HJL

Opinion : APPROVED
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToeneHo: TIposepero: Santosh Kumar | Omo6peHo: Menemxkep / PykoBoauTe b
Ankit Maurya A Manoj Kumar ? ’f

= (et
Reprint Date: Reprint Date: Reprint Date:
Hara: 28.12.2023 Hara: 28.12.2023 Hara: 28.12.2023

5 Tolangana, Indiz
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