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Dr.Reddy’s Q‘o’

CERTIFICATE OF ANALYSIS,
CEPTHOUKAT AHAJIV3A

Product : Tbuclin, film-coated tablets 400 mg + 325 mg
A6yKaaa®, TabNeTKH, MOKPBITHIC nieno4Hok 060

ouKoit, 400mr + 325mr

Batch No / Cepna N : V2100007

Batch Quantify / Q6bemM NApTHH :
776.000 Kg

1890001502306, 890001501998

[Analytical Report No/ AnaauTaveckuii oruer Ne 2

Date of Manufacture / JIata npOM3BOACTBA : J an -2021

Date of Analysis/ ,Ila'ra' aﬁmhaﬁ:-él.ﬂl.zﬁZI ‘

Date of Expiry / Cpok rogHocTs : Dec-2025 _

Analysis performed according ND / Ana.In3 OpoBeeH mo HIL: 11 N011252/01-1 10717 (amend Ne 1 from
i %09.201 8, amend Ne 2 from 23.09.2019/ u3m. Nolot 06.09.2015 B

, uam. Ne 2 ot 23.09.2019)

R

Result

Specification

1 |Description / Onucaxue Capsufe—liké orange—colouré&
' film-coated one-side scored

tablets; ton cross section- white to off-white
on cross section- white core /|core / TatneTku KancynOannHoﬁ
[raﬁneTKw Kancynoannuoﬂqf hopMe!, NoKpLITLIE MreHoYHoM!
chopmel, MOKPLITHIE oonouKkolt opatbkesoro LiseTa, Cf
nneHoYHOM oBonodKoit|puckall  Ha ofiHOW CTOpOHE, Ha|
opaHxesoro LpeTa, ¢ puckoli|nonepeyHom paspese - ofslale]
Ha OAHOW CTOpOHE, Ha Genoro wnv nouTy Benoro LUgeTa
'Inonepeurom paspese — SAPO

ferioro LUeeTa

Capsul&lik&—orénéé-'colcﬁr'e'd ﬁlﬁ\
coated one-side srored tahlais;

r'lRemairks * The Product conforms to ND/
"Tipameuanne: [IPoAyKT COOTBETCTBYET TpeOOBaHUAM HI

Opinion : APPROVED
' 3amouenue: ONOBPEHO

Approved by: Manager/Executive /

’ Frepared by/ | Checked by /
||' TlogroToBNEHO: | TlposepeHo: 2| Ono6pero: Menemiep /
Pardeep Kumar Himesh Kumar ' PyKOBOJWTEIIB
5 | Ajay Sharma @.
‘Print Date: Print Date: T Prnt Date: -
Iara: 31.01.2021 { Nara: 31.01.2021  TlaTa: 31.01.2021 = -

Registered Office: 8-2-337, Road No. 3, Bagjara Eills, Hyderabad - 500034, AP, India
Tel: 91 40 4500 2900, Fax: g1 40 4900 2599, Email; mail@drreddys.com
CIN: LSSIQSAPWS-WLCOMSUT

vwww.drreddys.com




Dr: Reddy's ‘

...
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIA3A
Product : Ibuclin, film-coated tablets 400 mg + 325 mg
WAGyknnn®, TAGNETKH, NOKPHITHIE TL1EHOUHOH ofonoukoii, 400mr + 325mr
Batch No / Cepust Ne : V2100007 ~TBatch Quantity / O6tem napTHa :
; ) 776.000 Kg ) o
"Analytical Report No / Anaurnueckait oryer Ne: Date of Analysis / lata apamiaa: 31.01.2021
890001502306, 890001501998 o b i
Date of Manufacture / lata nposasoactaa : Jan -2021 Date of Expiry / Cpox rognoct : Dec-2025
Analysis performed according ND / Anain3 npoBeien no HI: [1 N011252/01-110717 (ariend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ nam. Ne 1 o1 06.09.2018, nam. Ne 2 ot 23.09.2019)
2 Identification / a) Complies as prescribed/ TThe retention time of the main :
[MognuHHOCTL B cooTseTcTBMA C peaks on the chromatogram of the|,
: |onucanvem test solution should carrespond tof
; . the retention times of the peaks onj.
the chromatogram of ibuprofen and|
paracetamol reference standards|.
solution (section Assay)/ |
; BpemeHa yAEepKMBaHWA OCHOBHBIX|
nUKOB Ha Xpomarorpamme
CMBITYEMOro  PacTsopa  AOTIKHSI
COOTBETCTBOBATh BpeMeHam
YAEPKIBEHWA NUKOB Ha
XPOMATOMPAMME pacTenpa
cTanaapTHbIX obpaauios
uGynpodpoila M nApnAl eTOMONN
{passen wKuin4EL | BEHHUE
j _ onpepeneHuen) oz st 2
3 |Average weight and 971.3mg 9408 mg to 9991 mg
:mass uniformity / : {970,0 mg + 3,0 %) /
'|CpepHss Macca u Or 9409 wmr [fo 9991 Mr
"|oaHOpPOAHOCTE NO : (970,0 mr + 3,0 %)
macce ;
| 18/20 tablets — NMT + 5% /
18/20 TabneTok—He Bonee £ 5 % |
» 112/20 tablets — NMT £ 10% / c
N . 1|2/20 TaBneTok — He Bonee + 10 %
MRemarks : The Product conforms to ND/ T Opinion : APPROVED """
Mpumeuanue: TIpoYKT COOTBETCTBYET Tpebosannam HL @ 3axmouenuc: OJOBPEBO
Prepared by / Checkedby/ | Approved by: Manager/Executive /
[ToarorosneHo:  [IpoBepeHo: Onobpero: Menexep / ‘
Pardeep Kumar Himesh Kumar | PykoBomWTENE
£ | =] = |AlsyShama
 Print Date: — | rint Date: “[ Print Date:
Jlara: 31012021 | Jlara:31012021 . . Oata:31.01.2021 ... .

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 01 40 4500 2900, Fax: 91 40 4500 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




br.Reddy’s €

CERTIFICATE OF ANALYSIS.
"CEPTHDUKAT AHAJTU3A
{Product : Ibuclin, film-coated tablets 400 mg + 325 mg

| AGyrann®, TAOICTKH, NOKPBITHIE [LTEHOTHOR oGonoyKoii, 400mr + 325mr

TBatch No / Cepua Ne : V2100007

776.000 Kg

Batch Quantity / OOnem napTHE :

| Analytical Report No / AnamaTHuecKaii oTyer Ne: |Date of Analysis / ,I.la'ra aliﬁhﬁag:ﬁﬁ.ﬂijzﬂn
890001502306, 890001501998 '

Tate.of Manufacture / Jlata

'ripn'nssonc'rna < Jan -2021 |Date of Expiry / Cpox rognocta : Dec-2025

[Analysis performed according ND / Ananm3 nposeles no H: [T N011252/01-1 10717 (amend Ne 1 from

06.09.2018, amend Y 2 fom

23,09.2019/ usw. D 1 07 06.09:2018, vawt o 2 oF 23.09.2019)

4 Dislntegration /
P_acnana.emoc’rb

|{He Gonee 30 MuH

% |Dhssolallon /
PacTteOpEHNE

11 minutes 50 seconds TNot more than 30 minutes /

e 1071% (L1 ruve (1 Lo 1oz (Bupraten)|
|dissolved in 30 minutes / :
He Meiiee 70 % (Q) CralH4sU02

He menee 70 % (Q) CeHoNO2
_ (napaueTamon) Hepel 30 mun

3

(wBynpodheH) Hepes 30 MuH
{INLT 70% (Q) CgHsNO2
100% - 104% |(Paracetamol) dissolved in 30|
|minutes /

"6 |Related Eubstancos /

PopcreeHHke npumeac|:

0.04% "I Total impuritica of Ibuprofen NMT
11 n% 7 Cymma npumecei
|nGynpuderd —He Guiiee 1,0 %
0.0003% 14-aminophencl (Paracetamol
impurity) NMT 0.005% !/
|4-amuHoderon (npumecs
|napaueramona) — He Bonee
- 0,005%,

7 | Water/Bopa | S

He Gonee 5,0 %

12% Not more than 5.0% /

‘MRemarks : The Product conforms to ND/

: Opinion : APPROVED !
‘Tlpumeuanne: [[poayKT COOTBETCTEYET pebosannam HI 3axmouenue: OJOBPEHO 1.
ive/

"Prepared by / Checked by / Approved by: Manager/Execut
[TonroToBMEHO: | Mposepero: . OnoBpeno: Menemukep / ¥
{li Pardeep Kumar | Himesh Kumar Pyxosoputens i\ r
: | C\J - .AjaySha.rma
RS : i ?
\"Print Date: = Priat Date:
|l e 31 01 2071 | JlaTa: 3101 7071 : J,Em: 31.01.2021 -

Registered Office: 8-2-337, Road No. 3, Banpjara Hills, Hyderabad - 500034, AP, India

Tel: 91 40 4900 2500, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: 1.85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “‘:'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg b
H6ykann®, TabneTkH, NOKPLIThIE nTeHouHO oGonouxoit, 400nmr + 325mr

Batch No / Cepus Ne : V2100007 - Batch Quantity / OGbem napa :
. ) , i , 776.000 Kg il e rotios
lAnalyﬁcnl Report No / ARANATHYECKHH 0THET Ne: Date of Analysis / JaTa ananu3sa: 31.01.2021 |
'8900015023G6, 890001501598 _ ‘ L _ .
Date of Manufacture / [laTa TpOH3BOACTBA : Jan-2021 |Date of Expiry / CpoK roaHocTH : Dec-2025 |
Axnalysis performed according ND / Anasn3 nposezien no HJI: [T NOI 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ nam. Ne 1 ot 06.09.2018, 3. Ne 2 or 23.09.2019) . ;

8 [Microbial limits /'~ =
MukpoGuonoriueckas
] uncToTa -
i |a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
) microbial count / Menee 10 KOE/r |He Bonee 1000 KOE/r
| OB1yee yncno
| @3pobrbix
MUKPOOPraHnamos
b) Total combined Less than 5 CFU/g/ |Not more than 100 CFU/g /
| yeasts and mould Menee 5 KOEr He 6onee 100 KOE/r
|count / OBwee yucno . :
poXoKeBkIX 1
nnecHessIX rpubos || .
\ ‘| absent in 1g / Otcyretayer B |Shall be absent In 1g / QreyTeTBUE|
c} E. coli ir . |sir
[Remarks : The Product conforms to ND/ ~ — | Opinion : APPROVED
Ipumesanue: [IPOLYKT COOTBETCTBYCT TpeGopanuam HJ[ | 3awmonenie: OJIOEPEHO
|Prepared by/ ~ | Checked by/ "= | Approved by: Manager/Executive /
1 [TogroToBACHO: [Tposepeno: ' OroBpeno: Menemxep /
'Pardeep Kumar | Himesh Kumar PyxoBonuTENb
I f 5 e Ajay Sharma &,
| Print Date: ~ " | Print Date: Print Date:
ﬂ__gﬁra. 31.01.202 | .Hara: 31.01.2021 )\ Hara:31.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email; mail@drreddys.com
CIN: LB5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTA3A

[Product : Tbuclin, film-coated tablets 400 mg + 325 mg
A6yknun®, TabeTKH, TOKPbITHIE ILeH04HOH o6on04Koit, 400mr + 325mMr

Batch No/ Cepust Ne : V2100007 |Batch Quantity / O6nem nagﬁnn :
776.000 Kg
Analytical Report No / Aranntuaecknit oruer No:  [Date of Analysis / laTa anaansa: 31.01,2021

890001502306, 890001501998 B
Date of Manufacture / JaTa npon3soactsa : Jan -2021 ~[Date of Expiry / Cpok roipocTa : Dec-2025
IAnalysis performed according ND / Ananna nposeaen o B0 11 NO11252/01-110717 (amend Me 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, usm. Ne 2.01.23.09.2019)

9 |Uniformity of dosage Acceptance valus (AV) should be
units _ not more than 15.0 /
/ OnHopoaHOCTh 2.3 MokasaTens npuemnemoctv (AV)
J1031pOoBaHUA , | normxeH Bbite He Bonee 15,0.
Ibuprofen / ‘
nbynpogdeH | Acceptance value (AV) should be
: i not more than 15.0 /
f Paracetamol / : 23 Moka3atens npvemnemocty (AV)
| | napatieramon | porkeH Beite He Gonee 15,0.°
10 |Assay/ 401.4mg 360 to 440 mg of CiaHieO2f
i KonuyecTeeHHoe j (Ibuprofen) per tablet / :
1 |onpepenexue | OT 360,0 Mr fo 440,0 Mr CqiaH10:
| (n6yrpocheH) B TabneTke
: 426.88 mg 282.5 to 357.50 mg of CsgHeNOz| -
(Paracetamol) per tablet/
{ . Ot 292,5 mr po 357,5 mr CeHeNC2|
| R . . _.__\(oapaueramon) B TaGnetxe . ’
{"Remarks : The Product conforms to ND/ “Opinion : APPROVED
Npumesanne: [TpoAYyKT COOTBETCTBYET TpeOOBAHUAM HI | 3akmozenre: OJJOFPEHO
Prepared by / Checked by / Approved by:dManagerlExccutivc /
. IToAroToBIEHO: | Mposepeno: - OpoBpenc: Mekérep
Pardeep Kumar Himesh Kumar PyxoBopuTens |
- ! z . | Ajay Sharma
! : 3 .
Print Date:  Print Date: ! Print Date: Td
‘lbila:ra: 31.01.2021 Jara: 31.01.2021 ‘| Mara: 31.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2959, Email: mail@drreddys.com
CIN: LRS195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s Qf'o'

CERTIFICATE OF ANALYSIS
" CEPTHQUKAT AHAJII3A

Product : Ibuchn, film-coated tablets 400 mg Y35 e
[HBykAun®, TAGICTKH, NOKPBITLIE IL1eHOTHO# ofo0ukoii, 400mr + 325mr

|Batch No/ Cepnst Ne : V2100007 . |Bateh Quantity / OGsem naprau ;
o e 776,000 Kg
Aualyﬂcal Report No / Auuumecxnﬁ oT4eT Ne: 1 Date of Analysis 7 JIa‘m ananmaa: 31.01,2021 5

'|890001502306, 890001501998

‘| Date.of Manufacture / laTa npomaoncma Jan -2021 i Date of Expn-y / Cpox ronnocm : Deéc-2025 " |

|Analysis performed according ND / Ananns npooenen mo HJI: ITN011252/01 110717 (umcnd Mo 1 from |
1106.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 o1 06.09.201%, nam. Ne 2 ot 23.09. 2019) '

11| Package /'Ynakoska | 10 tablets in PVC/AI T10 tablsts in PVC/A! biister. 1, 2 or |
blister. 1 blister and a 20 blisters and a patient information
patlent [nformation leaflet in '|leaflet in a carton. / Mo 10 TabneTok
d carlun. /Tu 10 1aGieiok |8 NBA/AI Grnerep. Mo |, 2 unu 20

# MBX/A] firmerep, Mo | | BNUCTEPOB B NaYKY KaPTOHHYIO
BnucTepy B navky /{BMECTE ¢ MHCTpYKUMed No
‘KapTOHHYIO BMecTe ¢ NpAMEHEHNI0.

VHCTPYKUMEi no

npyMeHeHUo.

12 | Labuling { Moproipopia | Aciuding lu ND / D cuuise oisvm L,lu:[
13 | Storage conditions/ ‘| At temperature not more than 25 C; 7

|XpaHexve iMpu TeMnepaType He otiwe 25 °C.
A4 Shel hled Cper: ™ B ycara 76 ner
{ rogHocty ., :
[ Remarks: The Product conforms to MD/ - Opinion 1t APPROVED N
: fIIpumeqaune  Ipoxykr coorsercTByet TpeGopanuam HI | 3awmoyenne: ONOBPEHO
{‘Prepared by/ =~ Checked by /' - Approved by: Manager/Executive /
[Toarorosnexo: | [Tposepeno: - Onobpeno: Menemxep /
-Pardeep Kumar Himesh Kumar Pyxosomutens
A e i s \ _ —, | Aiay Sharma (&v
hl
TrntDater Print Date: Print Date:
Lﬂa"ra. 31 .01.2021 | Hara: 31.01.2021 |7 Mara: 31.01.2021

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