Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Or. Reddy's Laboratories Lid
Formulation Unit-5
cavh Road, Bacde,

'] il 4D G m A
R, LT3 205, INDMA

Viil. iKhol, 1

Page 1 of 10/ Ctp. 1 u3 10

1

Product: Ibuclin, film-coated t

ablets, 400 mg + 325 mg

Ipoayxr: M6ykaun®, Ta6JeTKH, NOKPBITHIE MJIEHOYHOH 060s10uK0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepus Ne # V2402452 O6bem cepuH © 800000.0 Tab
Analytieal Repovrt No/ - 040002733755 Date of Analysis / . 27112024
AHajqHTHYecKHii oTueT Ne JlaTa aHaan3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JlaTa npou3BOACTBA I'onen oo
Mfg. License No. / MA number: /
IlpouszBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY
JauneH3us Ne

Analysis performed according ND: / Ananius npOB_ezIeH no HJI: JIIT-Ne(003654)-(PI'-RU)-101123

Ne [Test/ IToka3arennb

Results/ PesyabTaTs!

Specification / Hopma

Appearance /
Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KarncyJoBUaHON GHOpMBI, IOKPBIThIE
MJeHOYHOH 000NM04YKOH OpaHXeBOro
LBETa, C PUCKOH HA OJJHOI CTOPOHE;
Ha MOMEepPevYHOM paspese — spo
OeJIoro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabJeTkyn KancyJ0BUAHOM
(hOpMbI, TOKPBITHIE TIEHOUHOH 06010UKOH

OpPaHKXeBOro 1BETa, € pPICKOﬁ Ha OJHOM CTOPOHE;

Ha NOMEPEYHOM pa3pese — AApo Oenoro win
MouTH O6eNoro 1BeTa.

Remarks : The Product conforms to ND/
IIpumeuyanue: Ilpoaykt coorBeTrcTBYeT TpebopanusMm HJI

Opinion : APPROVED
3axmrouenne: OJOBPEHO

Prepared by /

Maurya

IToarotosneHo: Santosh Kumar

Checked by /
[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /

PyxoBoauTens Amitg(umar

Reprint Date:
Jlara: 27.11.2024

Reprint Date:
Hara: 27.11.2024

Reprint Date: f
Hara: 27.11.2024

- 506034, Telangsna, india

09, Email: roatti@dcrraddys.con
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Dr.Reddy’s “:’

Or Reddy's Laboratorias iid
Formulation Unit-6

Vil Kho!l, Malagarh Road, Raddi.
Distt. Solan, H.P., 173 205, INDIA
Tal 1 +91 931066 56001-02

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page 2 of 10/ Crp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: Aoykaun®, Ta6neTKH, NOKPBITHIE MJIEHOYHOH 060,104K0#, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus Ne A V2402452 O6nem cepHH " 800000.0 Tadb

Analytical Repourt No / - 040002733755 Date of Analysis / - 9711.2024

AHanuTHYeCKHi oTueT Ne HJata anannza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

JlaTa mpou3BOACTBA T'onen g0

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAA : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

aunen3as No

Xnalysis performed according ND: / Auanus nposenen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

2 |Identification /
IToanuHHOCTDH

Complies as prescribed/
CoOTBETCTBYET

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 ynepkMBaHHS OCHOBHBIX TIHKOB Ha
XpOMaTOrpaMMe HCIBITYEMOTO pacTBOPa JOMKHBI
COOTBETCTBOBATh BPEMEHAM YAEP)KHBaHUs MHKOB
Ha XpoMarorpaMme pacTBopa CTaHAAPTHBIX
obpasios ubynpodeHa u napaueramona (pasgen
«KonnyecTBeHHOE ONpesieNeHne»)

3 |Average tablets weight /
Cpeanss Macca Tald/1eTox

971.2 mg/971.2 Mmr

940.9 mg to 999.1 mg
(970.0 mg £ 3.0 %) /

Or 940,9 ML J0 999,1 ML
(970,0 Mr + 3,0 %)

4 |Disintegration /
PacniagaemocTh

06 min 22 sec / 06 MHH 22 cek

Not more than 30 min /
He 6onee 30 Muu

Remarks : The Product conforms to ND/
ITpumeuanne: [TpoaykT coorBercTBYET TpeboBanusaM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya X

Checked by /

[Iposepeno: Pawan Kumar

Approved by: Manager/Executive

/Ono6peHo: Menemxep /

PykoBogutenb Amit 5{1}1‘1_;;11'
=

Reprint Date:
Hata: 27.11.2024

Reprint Date:

Hata: 27.11.2024

Reprint Date: Y
Hata: 27.11.2024

Registerad Office: 8-2-337. §

4309 2829, Email:mait@drraddys.com
P1284PLE004507

wwavdiveddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 3 of 10/ Cp. 3 u3 10

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

ponykr: M6ykaun®, Ta6/1eTKH, NOKPBITHIE MLIeH04HOH 060/104K0ii, 400 Mr + 325 mr
| 11pony A

Market / PoiHok :Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab /

Cepus Ne ¥ V2402452 O6bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002733755 Date of Analysis / - 27.11.2024

AnanuTnueckuii otyeT Ne JlaTa aHaiM3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa npon3BOACTBA I'onen no

Mfg. License No. / MA number: /

IlpousBoacTBEeHHAS : MNB/05/263 ) . JHI-Ne(003654)~(PI'-RU)
Homep PY

JmneH3us Ne

Analysis performed according ND: / Anaans nposeaex no HJI: JII-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PacTBopenne

100 % to 104%

102 % to 105%

Not less than 70% (Q) of Ci3HigO2 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3HisO2 (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHoNO: (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO: (nmapaueramon)
yepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OJIOGPEHO

Prepared by / Checked by /
[Toarorosneno: Santosh Kumar
Maurya @

IIposepeno: Pawan Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
PykoBoautens , Amit Kumar

/ -

== N
/ =

{
Reprint Date: :
Jata: 27.11.2024

Reprint Date:
Hara: 27.11.2024

Reprint Date: 7
Jata: 27.11.2024




Dr.Reddy’s ‘,‘:‘

D Reddy's Lot

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Formiilation U

Page 4 of 10/ Cp. 4 u3 10

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

Mpoayxr: M6ykaun®, TabaeTkH, NOKPLITHIE MJIEHOYHOIT 060.109K0ii, 400 Mr + 325 mr

Market/ Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust Ne V2402452 O0bem cepuu " 800000.0 Tad
Analytical Repourt No / - 040002733755 Date of Analysis / - 97.11.2024
AHanuTHYecKHii oT4eT Ne Jata ananu3za
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
Jara npoH3BoacTBa I'onen g0
Mfg. License No. / .
MpousBoncTaeHMas - MNB/05/263 o OSEUDER: £ . JIM-Ne(003654)~(PT-RU)
Homep PY
_Muen3ns Ne |

Analysis performed according ND: / AHaJIH3 IpoBeJeH No HJI JIII-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoacreeHHbIEe TPUMECH than 0.005% /
Method 1/ Merton 1 4-amunodenon (nmpumech MNapaleramolia) He
6onee 0,005 %
Method 2 / Metog 2 Below BDL / Huxe nopora Any individual impurity (of ibuprofen or
perucTpaliini paracetamol) - not more than 0.3% /
Jliobas enuHU4Has npuMeck (nbynpodeHa Hiu
napaieramona) He 6onee 0,3 %
0.001% Total impurities (Method 1+ Method 2) - not more
) than 0.7% / Cymma npumeceii (Metoa 1+ Meton
2) He 6onee 0,7 %
7 |Water / Boga 1.5 % Not more than 5.0% /
He Guuiee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IponykT cootBeTcTBYET TpeboBaHusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /

[Moarorosneno: Santosh Kymar
Maurya Lﬁ,

4

IIposepeno: Pawan Kumar

Approved by: Manager/Executive

/Onobpeno: Menenxep /

Pykosoautens Amit Kumar
."\-—- X =

Reprint Date:
Hata: 27.11.2024

Reprint Date:
Hara: 27.11.2024

Reprint Date
Hata: 27.11.2024

Candd pl
, ROAU

DGR 2200, F

Q140 4200 28

yderabad - 800034, Telangana, india
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mailBdrreddys,com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories tid,
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA
Tel : +91 98166 56C01-02

wwiw.direddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 5 of 10/ C1p. 5 u3 10

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

Hponykr: Hoykann®, Ta6aeTKH, NOKPBITHIE ILIEHOYHO# 060J109K0i, 400 Mr + 325 Mr

Market / PoiHoKk :Russia / Poccust

Batch No / ) Batch Quantity / . 800000.0 tab /
Cepust Ne Ll O0beM cepun " 800000.0 Tab
Analytical Report No/ - 040002733755 Date of Analysis / - 27.11.2024
AHajuTHYecKHii oTueT No Jata aHanu3a

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

JlaTa mpou3BOACTBA T'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAN : MNB/05/263
JIHIeH3Hs Ne

Homep PY : JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / AHaau3 npoBeaeH o HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage

units /
OnHOPOAHOCTH Acceptance value (AV) should be not more than
JO3MPOBaHHUs 1.6 15.0 /Tlokasarens nmpuemaeMocTd (AV) g1omkeH
- ibuprofen / ubynpoden 6bITH He 6onee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 1.6 15.0 /Iloxazarens npuemaeMocTd (AV) gojkeH
napaueTamolt 6biTh He 6osee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHusam HJL

Opinion : APPROVED
3akaouenue: OJIOBPEHO

Prepared by / Checked by /

Maurya @S ’4, _

Approved by: Manager/Executive

IloarorosneHo: Santosh Kumar | IIposepeno: Pawan Kumar /Onobpeno: Menemxep /

Pykosomutens Amit Kumar

Reprint Date: Reprint Date:
Hara: 27.11.2024 Hara: 27.11.2024

Reprint Date: §
Hata: 27.11.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, Inaia
Tel: +91 40 4500 2500, Fax: +51 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s Q_"."

2. Reddy's Laboratories id
Formulation Unit-6

Viil. Khol, Nalagarh Road, Bacigi,

Distt, Solan, H.P, 173 205, INDJA

Tel:+91 983165 56001-02

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoxykr: M6ykaun®, TabaeTKH, NOKPHITHIE MLJIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / _ Batch Quantity / _ 800000.0 tab /

Cepust Ne $ V2402452 O6bem cepun " 800000.0 Tab

Analytical Report No / . 040002733755 Date of Analysis/ 4 o7 19 9024

AHanuTHYecKHi oTyeT Ne HarTa anayinsza

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa npou3BOACTBA T'ogen 30

Mfg. License No. / MA number: /

IIpouszBoacTBenHas : MNB/05/263 : ¢ JITI-Ne(003654)-(PI'-RU)
Homep PY

JHIeH3ust No

Analysis performed according ND: / Ananu3 npoeeged no H/: JII-Ne(003654)-(PI-RU)-101123

9 |Microbiological purity* /
Mukpo6uosoruieckas
yneroTa*

a) Total aerobic microbial
count / Obiee yncio
a3pOOHBIX

MHKPOOPraH13MOB

b) Total combined yeasts
and mould count / Ob1ee
YHCIIO IPOXOKEBBIX U
IJIECHEBBIX IPHOOB

c) E. coli

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

Less than 5 CFU/g/
Menee 5 KOE/r

Absent in 1g/ OtcyTcTBYET B 1T

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

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

in lg / OrcyrcTBHE B

Shall
Ir

be absent

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHusM HJ|

Opinion : APPROVED
3aknwuyenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya (

Checked by /
[Ipoeepeno: Pawan Kumar

e

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PyKOBOLU/lTeJ'IEF\ Amit Kumar

e —

Reprint Date:
Jara: 27.11.2024

Reprint Date:
Jata: 27.11.2024

Reprint Date: (I
Hara: 27.11.2024

Registerad Ciiice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Jel: +

Q140 4800 2200, Fax: +51 40 43¢

2909, Emiail: il drreddys.com

4PLCIQ4R07




Dr.Reddy’s ‘f:‘

D1 Reddy's Laboratories iid
Formulation Unit-6

Vil Khel, Malagarh Road, Barigy,
Distr. Solan, 1P, 173 205, INDA
Tel: +91 58166 55001-02

vwnn derecicle com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 7 0f 10/ Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
\Mpoayxr: M6yxaun®, TabneTku, NOKpPBIThIE IIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab/

Cepust Ne A V2a0zkon O6bem cepun " 800000.0 Tab

Analytical Repovrt No / - 040002733755 Date of Analysis / . 9711.2024

AHanuTuyecKuii orTyer No JlaTa aHanaM3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

Jata mpou3BoacTBa Topen no

Mfg. License No. / MA number: /

IIpouzBoacTBeHHAsA : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3udg Ne

Analysis performed according ND: / Anasin3 nposesen nmo HJI: JIII-Ne(003654)-(PI'-RU)-101123

10 |Assay / KosnyecTBeHHOe

onpeaeeHne

399.9 mg/399.9 mMr

324.88 mg/324.88 mMr

360.0 to 440.0 mg of Ci3H302 (ibuprofen) per
tablet /

Ot 360,0 mr 110 440,0 Mr C13H1302 (ubynpoden) B
TabneTke

292.5 to 357.5 mg of CsHoNO: (paracetamol) per
tablet /

Ot 292,5 mr go 357,5 mr CsHoNO: (mapaueramon)
B TabseTke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [1o 10 Tabnetok
B [IBX/Al 6nuctep. [1o 1 6nucrepy
B IaykKy KapTOHHYIO BMECTE C
HHCTPYKUHEH 110 NPUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B IIBX/Al 6nuctep. Ilo 1, 2 unu 20
ONUCTEPOB B MadKy KapTOHHYIO BMeECTE C
HHCTPYKIHEH 1O NPUMEHEHUIO.

12 | Labeling / Mapkuposka |According to ND. /B coorBerctuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne I1pu Temneparype He Bbile 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
TOXHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/
IIpameuanue: [Ipoaykr cootBercTByeT TpeboBanrsam HJI

Opinion : APPROVED
3akimouenue: OJOBPEHO

Hara: 27.11.2024

Prepared by / Checked by / Approved by: Manager/Executive
[Toarororneno: Santosh Kumar | IIposepeno: Pawan Kumar /Ono6peno: Menemxep /
Maurya S Pykoponutens Amit Kumar
P oy [, T / —;}/—"
Reprint Date: Reprint Date: Reprint Date: |

Hara: 27.11.2024

Hata: 27.11.2024

Registarad Sfiice:

fnl; =01 40 4500

§-2-237, Road No. 3, Ban;
N

2800, Faxiebld 40

wyndireddys.com




° Dr. Reddy's Laboratories Lid
L4 Formulaticn Unit-6
? [ ) -, )
Dr. Reddy S ‘ .. Viil. Khol, Nalagarh Road, Ba«idi,
* Distt. Solan, H.P.,, 173 205, iNDIA
Tel 1 +91 88165 56001-02

. —
WW. GhTeaoys. com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 8 of 10/ Cp. 8 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
ITpoaykr: N6ykann®, Tabaerku, NOKPbITHIE IUIEHOYHOI 060,104K0ii, 400 Mr + 325 Mr

Market/ Poinok :Russia / Poccust
Batch No / ) Batch Quantity / ~800000.0 tab /
Cepust Ne V2402452 Oo6bem cepun " 800000.0 Tab
Analytical Repo:’t No/ - 040002733755 Date of Analysis / - 9711.2024
A”anuTH4yecKHii oTyeT No JaTa ananu3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
| laTa mpousBoacTBa T'onen no
Mfg. License No. / .
IpouzgoacTBeHHas : MNB/05/263 R Bumb e/ ¢ JIII-Ne(003654)-(PT'-RU)
Homep PY
JIHIeH3Us Ne -

Analysis performed according ND: / AHa/in3 npoBejeH no HJL: JIII-Ne(003654)-(PI'-RU)-101123

* 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.

[Mpumeuanvie: CChlIKKM B HOPMATUBHOM HOKyMeHTaLyy npyeeseHsl Ha 'O PO XIV.

* [IpoBOIHTCS MPOH3BONHTE/EM IIPH BBIMYCKE NEPHOMHUECKH: ISl Kaxaoli 20-oif cepun v He MeHee 1 pasa B
ron. [TokaszaTens MoxeT ObITh He BKITIOUEH B cepTU(hHKAT aHalM3a GUpMBL.

API name / HaumenoBanue ADC: Ibuprofen / U6ynpoden Paracetamol / [Tapanietamon
INN / MHH: Ibuprofen / U6ynmpodeH Paracetamol / [lapaueramon
API manufacturer batch number / 1201/23/A-0562. 0541/24-25

Homep cepun npoussogutensa ADC:

FP Manufacturer API Batch number /
Homep cepun cy6cTaHIHM NPOU3BOAUTEIS FEQA00081 FERAQ0530
rJd:

IOL Chemicals and
Pharmaceuticals Limited, India /
HOJ1 Kemukarnc 311
dapmaceloTikanc Jlumuren,
Huaus
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Sri Krishna Pharmaceuticals
Limited, India / lllpu Kpuina
OapmaceroTakaic Jlumuren,
Unpus

API Manufactured by & country/
IIpousBoaurens ADPC, cTpaHa:

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: [IpoaykT cooTBETCTBYET Tpebosanusm HJT 3axmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosnexo: Santosh Kumar | [IpoBepeno: Pawan Kumar /OpobpeHo: Menemxep /

Pykosoautens Amit Kumar

Maurya Q\;_ ‘\2,—2‘ v Ak

Reprint Date: Reprint Date: Reprint Datev
Jata: 27.11.2024 Jara: 27.11.2024 Hara: 27.11.2024
Registored Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangana, India
nail: maill@drraddys.com

204307




Dr. Reddy's Laboratories Lid
@ o Formulaticn Unit-6
Dr. Reddy’s ‘... Viil. Khol, Nalagarh Road, Baddi,
o Distt. Solan, H.P., 173 205, INDIA
Tel: 491 98165 56C01-02

VALY .:4; :'f\:‘|(¥\l: com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 9 of 10/ C1p. 9 u3 10

ﬁ’roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
[ Ipoayxr: MGykann®, TabaeTKH, HOKPBITbIE IIEHOYHOI 060,104K0#, 400 Mr + 325 Mr
Market / PbIHOK :Russia / Poccus
Batch No / ) Batch Quantity / _ 800000.0 tab /
Cepus N $ V2402452 O6bem cepun " 800000.0 Tab
Analytical Repo:‘t No/ - 040002733755 Date of Analysis / - 9711.2024
AHaauTH4YecKHi oTyeT Ne JaTta anaanza
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JaTa 11pou3BoACTBa T'onen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHAN : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY
JuneH3usi Ne
Analysis performed according ND: / Anaauz nposenen no HJI: JITI-Ne(003654)-(PT-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHue, agpec, THLEH3USA AJS H-p Pennir’c Jlabopatopuc JIta., Unaus, Iponssoacreennoe
HponzBoacreennas mwiomaaka / Ilnomanka noppasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, JucTpuxr
KOHTpoJA KauecTBa / Ilmomaaka BeImycka Comnan, X.IL., 173205, Uanus (nuueHzus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akioueHne 0 cooTBeTCTBUM: «HacToAMM 1 MOATBEPK A0, UTO NMPUBEAEHHAs Bbllle MHGOpMALUs ABJIAETCA
JIOCTOBEPHOH M TOYHOM. DTa cepus MPOAYKUMM Npou3BeAeHa (BKIOYas ynakoBKy (MapKMpoOBKY) W KOHTPOJb
KauecTBa) Ha BbIlIEyKa3aHHON MpPOM3BOACTBEHHOW muolaake (TUIOWAAKax) B IOJHOM COOTBETCTBHH C
TpeGoBanusamu [IpaBun Hajiexarneil Npou3BOACTBEHHON MpakTUKU EBpasuiickoro sxoHoMuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u Tpe6GOBaHUAMM KOHTPOJIS Ka4€CTBa JIEKAPCTBEHHEIX CPEACTB,
a TaxKe B COOTBETCTBUU CO cieLMPUKAIUAMH, COJACPKALIMMHUCA B PETUCTPALIMOHHOM J0CHE CTPaHbI-UMIIOpTEpa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanmne: [Tpoaykt cooTBeTcTBYET TpeboBanusaM HJT 3axmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Santosh Kumar | Ilpoepeno: Pawan Kumar /Ono6peno: Menemxep /

Maurya % () PykoBoautens Amit 5umar
Reprint Date: Reprint Date: Reprint Date; \

Jara: 27.11.2024 Jara: 27.11.2024 Jara: 27.11.2024

Registerad Office 2-2-337, Road No, 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +21 40 4500 2220, Fax: +5] 4300 2899, Email: mail@drraddys,com
CIN: P1234PLCONSE0T

www.arreddys.com
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Dr. Reddy's Laboratories itd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Badidij,
Distt. Solan, H.P., 173 205, INDIA
Tol: +91 98166 56001-G2
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page 10 of 10 / CTp. 10 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: Uoykaun®, TabaeTkn, IOKpLITHIE MJIEHOYHO# 0603049K0#, 400 Mr + 325 Mr

Market / PuiHoK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne § V2502452 O6bem cepun ' 800000.0 Tab

Analytical Rep0ft No/ - 040002733755 Date of Analysis / - 9711.2024

AHaJuTHYeCKHH oTueT No JlaTa aHa/M3a

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

JlaTa mpou3BocTBa T'oaeH ao

Mfg. License No. / MA number: /

IIpousBoacTBEeHHAA : MNB/05/263 ) + JITI-Ne(003654)-(PI'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananu3 nposeaen o HJI: JIH-N9(003_6§4_)-(PF-RU)-101123

3anucu no NPOXU3BOJICTBY, YIIAKOBKE U aHAJIM3Y NPOBEPEHBI, U YCTAHOBJIIEHO UX COOTBETCTBUEC TpCGOBaHI/IﬂM HpaBHJ’[

Hajiexxaiiei HpOH3BOILCTBeHHOf/'I MpakKTUKH EBpa3m71c1<oro 3KOHOMHYECCKOTro COro3ay.

Remarks : The Product conforms to ND/
IIpumedanue: Ilpoaykr coorBeTcTByeT TpeboBanuaM HJI

Opinion : APPROVED
3aknwuenne: OJOBPEHO

Prepared by /
[Toarorosneno: Santosh Kumar

Maurya %

Checked by /
[TpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoaurens Amit 1,LIF'{_pmar

ey

Reprint Date:
Hata: 27.11.2024

Reprint Date:

Jata: 27.11.2024

Reprint Date: |
Hata: 27.11.2024

Registerad *{fice: 8-2-337, Road ho. 3, Banjara Hills, Hyderabad - 5006024, Telangana, India
Tal: #0220 4600 2800, Fax: +81 40 4900 2229, Email: mail@arraddys.com

CiN: SAPISSIPLCONARET

wanwdrieddys.com




