Dr.Reddy’s €

Dr. Reddy's Laboratorisg (1
Formulation Umi-6

Vill. Khol, Natagarh Road, Saddi,
Distt. Solan, H.F,, 175 205, :pia
Tel: +91 98156 56001-02
www. direddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 10f 10/ C1p. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipony KT: Ubyxaun”, TabaeTKy, NOKPLIThIE IIEH0UHO0I 060104K0ii, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No/ _ Batch Quantity / . 800000 tab /

Cepus No RS O6bem cepun " 800000 tab

Analytical Repovrt No/ - 040002703579 807Date of Analysis / - 27.10.2024

AHanuTHYECKHH oTUyeT Neo JlaTa ananuza

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JlaTa nMpou3BOACTBA Togen no

Mfg. License No. / .

TpousBoacTBenHas . MNB/05/263 MA number: / : JIII-Ne(003654)-(PT-RU)
Homep PY

aunen3us Ne

Analysis performed according ND: / Ananns nposeaen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

Ne |Test/ TTokazarenn

Results/ PesyabTaThl

Specification / Hopma

|Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetkn
KarcynoBUAHOH GOPMBIL, TOKPHITHIE
IUIEHOYHOH 060JI04UKOH OpaHkeBOro
LBETA, C PUCKOH Ha OTHOHN CTOPOHE;
Ha NONEPEYHOM paspese — Sapo
Oenoro ugera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancyOBHAHOI
(hopMBI, TOKPBITHIE IIEHOUYHOM 060J10UKOH
OpaHXEeBOro LBETa, C PHCKOI Ha OJHOM CTOPOHE;
Ha MOIEPEeYHOM pazpese — sApo 6enoro uiu
o4ty 6esoro LBera.

Remarks : The Product conforms to ND/
IHpumeyanne: ITpoaykxr coorBeTcTBYET Tpeboanusm HJI

Opinion : APPROVED
3akaroyenne: OJJOBEEHO

Jara: 27.10.2024

Hara: 27.10.2024

Prepared by / Checked by / Approved by: Managgr/Executive
[ToaroroBneHo: Rama Kant IIpoBepeno: Pardeep Kumar | /Opo6peno: Menemiep /
Pykosoaurtens Ablishek ChAuhan
v ci/; 'f/
Reprint Date: ) Reprint Date: Reprint Date:

Jara: 27.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indic
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':'

Dr. Reddy's Laboratories iid
rormulation Unit-6

Vill. Khol, Nalagarh Road, Bacigi,
Distt. Solan, H.P., 172 205, MDA
Tel 1 +91 98156 56001-02

vinangs derecldvs oo

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 2 of 10 / Ctp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: Moykann®, Ta61eTKH, NOKPBITHIE MJIEHOYHOI 060/104K0H, 400 Mr + 325 mMr

Market / Poinok :Russia / Pocens

Batch No / . Batch Quantity / _ 800000 tab /

Cepust Ne $ V2402175 O6bem cepun " 800000 Tab

Analytical Report No/ - 040002703579 807Date of Analysis / . 27.10.2024

AHaJUTHYCCKHIi oT4yeT No Jara ananuza

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2029

JlaTa npou3BOACTBA T'ogen a0

Mfg. License No. / MA number: /

IIponzro/icTReHHAsN : MNB/05/263 ) o JITI-Ne(003654)-(PI'-RU)
Homep PY

JHueH3uss Ne

Analysis performed according ND: / Ananu3 nposeren no H/I: JIII-Ne(003654)-(PT-RU)-101123

2 |Identification /
HoaaHHHOCTH

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) /
BpeMmeHa yAepXKMBaHUS OCHOBHBIX IIMKOB Ha
XpOMATOrpaMMe UCIIBITYEMOT'O PacTBOpa A0JDKHBI
COOTBETCTBOBAThH BpEMEHAM YJepXKUBaHHs THKOB
Ha XpoMarorpaMme pacTBopa CTaHJapTHbIX
obpazior ubynpodena U napaueramona (pasgen
«KonnuecTBeHHOE ONpeeNICHUE)

3 |Average tablets weight /
Cpennsis Macca Ta6J1€TOK

973.8 mg/973.8 mMr

940.9 mg to 999.1 mg
(970.0 mg £ 3.0 %) /
Ot 940,9 MI bi (o} 999,1 M

(970,0 Mr = 3,0 %)

4 Disintegration /
PacnagaemocThb

07 min 04 sec / 07 muH 04 cex

Not more than 30 min /
He 6onee 30 muu

Remarks : The Product conforms to ND/
Hpumeuanue: [Iponykr cootBercTByet TpeboBanusm HJI

Opinion : APPROVED
3aknouenue: OJIOGPEHO

Prepared by /
Iloarororneno: Rama Kant

L

Checked by /

-

[Ipoeepeno: Pardeep Kumar

Approved by: Mana
/Opmobpero: Mene ik X
PykxoBoautens AlWhishek €hauhan

Reprint Date:
Hara: 27.10.2024

Reprint Date:
Hara: 27.10.2024

Reprint Date: B

Hara: 27.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +G1 40 4960 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Labzoratories Lid

Formuiaticn U
Vili. Khol, Matagart

Distt, Sojan, H.P

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 3 0of 10/ C1p.3 3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoxyxr: M6yknun®, TabneTku, NOKPLITHIE JIEHOYHOH 000J104K0, 400 Mr + 325 mr

Market / Poinok :Russia / Poccusi

Batch No / . Batch Quantity / 800000 tab /

Cepust Ne SV2eLTe O6nbem cepuu " 800000 Tab

Analytical Repourt No/ - 040002703579 807Date of Analysis / . 97.10.2024
AHaJUTHYeCKHIi 0TUeT Ne JaTta anann3a

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JlaTa npoH3BOACTBA I'ogen g0

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAs : MNB/05/263 Howmep PY . JIII-No(003654)-(PI'-RU)

Jaunensus No

Analysis performed according ND

: / Anann3 nposenen no HJ: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /
PacrBopenne

97 % to 101%

99 % to 102%

after 30 min/
30 muH

after 30 min /

yepes 30 MUH

Not less than 70% (Q) of C;3Hi30: (ibuprofen)
He menee 70 % (Q) Ci13H 302 (u6ynpoden) uepes
Not less than 70% (Q) of CsHoNO: (paracetamol)

He menee 70 % (Q) CsHoNO- (napaueramon)

Remarks : The Product conforms to ND/
Ilpumeuanue: IIpoaykT cooTBeTcTBYET TpeGoBanusaM HJI

Opinion : APPROVED
3aknouenne: OJJOBPEHO

Prepared by /
[Tonrorosieno: Rama Kant

7

Checked by /

IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive

/,

/Onobpeno: Menewxep /
Pykosoautens Abliishek Ch7dhan
Fd »
[

h)

Reprint Date:
Hara: 27.10.2024

Reprint Date:

Hara: 27.10.2024

Reprint Date:
Hara: 27.10.2024

7

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangan-, Indic
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@direddys.com
CIN: L85195AP1984PLCONAS0Y
www.direddys.com




Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories i
Formulation Unit-6
Vill. Khol, Malagarh Road, Badd

Distt. Solan, H.P, 173 205

Tel:+91 95156 56001-02
com

. " t [}
VAL L:"_A!U";;

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 4 of 10/ Ctp. 4 u3 10

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

Hpoayxr: H6ykaun®, Ta6aeTKH, NOKPLITLIE IJIEHOYHOH 060104K0#, 400 Mr + 325 mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000 tab /

Cepust Ne : V2402115 O6bem cepun ' 800000 Tab

Analytical RepOft No/ - 040002703579 807Date of Analysis / . 27.10.2024

AHaJUTHYECKHH oT4yeT Ne JlaTta anann3a

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JaTa npou3BoJCTBa I'open no

Mfg. License No. / MA number: /

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

auneH3ns Ne

Analysis performed according ND: / Anann3 nposened no HJI: JIII-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0001%

PojacTBeHHBIE PUMeECH
Method 1/ Merton 1

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

4-ampaodeHon (mpuMech MapaueTamosa) He
Gonee 0,005 %

Method 2 / Meron 2 Any individual impurity (of ibuprofen or
Below BDL / Hixe nopora paracetamol) - not more than 0.3% /

perucTpainn Jwobas eguuuuHas npumMech (MOympodeHa WiH

naparetamoia) He 6onee 0,3 %
0.0001% Total impurities (Method 1+ Method 2) - not more
: ° than 0.7% / Cymma nipumeceii (Meton 1 + Merton

2) He 6onee 0,7 %
7 |Water / Boga 1.6 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanwue: [IpoaykT cooTeTcTBYeT TpeboBaHuaM HJI

Opinion : APPROVED
3akmouenne: OJIOBEEHO

Prepared by / Checked by /
IToarorosieno: Rama Kant

Lot

ITpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Opmobpeno: Meneygkep /
Pykosoaurens hishek Chauhan

/

A,

Reprint Date:

Hara: 27.10.2024

Reprint Date:
Jara: 27.10.2024

Reprint Date:
Jarta: 27.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €8

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

Vill. Khol, Naiagarh Read, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98156 56001-02

www, drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 5 of 10/ Ctp. 5 u3 10

moduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxkr: U6yknun®, Ta6eTKH, NOKPHITHIE MIEHOYHOH 060/104K0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000 tab /

Cepust Ne | V2402175 O6bem cepun " 800000 Tab

Analytical Repourt No/ . 040002703579 807Date of Analysis / - 27.10.2024

AHajnuTHYecKUii oTueT No JlaTa aHa/IM3a

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JlaTa npoH3BOACTBA I'onen oo

Mfg. License No. / MA number: /

IIpousBoacTBeHHAst : MNB/05/263 ) : JII-Ne(003654)-(PT'-RU)
Homep PY

Jgunensus Ne

_Analysis performed according ND: / Anaau3 nposeed mo HJ: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /
OnHOpOOHOCTD
JIO31POBaHHA

- ibuprofen / uéympoden

- paracetamol /
napareTamon

Acceptance value (AV) should be not more than

2.2 15.0 / IlTokazarens npremiieMocTd (AV) noJxeH
OrITh He Oonee 15,0
Acceptance value (AV) should be not more than
2.2 15.0 /Ilokazarens npuemaeMocTd (AV) gokeH

ObITH He boJee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeboraHusM HJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

W)

Checked by /
[MpoBepeHo: Pardeep Kumar

f}

Approved by: Manager/Executive
/OnobpeHo: Menejfxep /
PykoBoautens Abhishek %auhan

Reprint Date:
Hara: 27.10.2024

Reprint Date:

Hara: 27.10.2024

1

Reprint Date:
Hara: 27.10.2024

Registered Office: §-2-337, Ros

SAPLCDNAZGT
wyrydrreddys.com

‘Mo, 2, Banjara Hills, Hyderabad - 500034, Telangana, India
§1:404900 2293, Ernail: maii@drreddys.com




Dr.Reddy’s ":’

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

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

Hponyxr: H6ykauu®, Ta6eTKH, HOKPBITHIE JIEHOYHOIi 060J104K0ii, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / 800000 tab /

Cepust Ne  V2R02I70 Oo6nem cepun " 800000 Tab

Analytical Report No/ - 040002703579 807Date of Analysis / . 97102024
AnaautTuyeckHii oTyeT Ne JaTa anannsa

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JarTa nponsBoacTBa T'onen no

Mfg. License No. / MA number: /

IIpou3zBoacTBeHHAsA : MNB/05/263 Homep PY : JIII-Ne(003654)-(PT-RU)

Junen3ns Ne

Analysis performed according ND: / Anamm3 nposenen no HJ/I: JIH-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
MuxpoOuoJiorayeckasn
gyncroTa*

a) Total aerobic microbial
count / Ob11ee uucno
a3poOHBIX
MHKpPOOPraHU3MOB

NA

b) Total combined yeasts
and mould count / Ob1ee
YHCJIO JPOXOKEBBIX U
TJIECHEBBIX IPUOOB

NA

¢) E. coli NA

Shall
1r

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

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

be absent in

lg / OrcyrcTBUe

B

Remarks : The Product conforms to ND/
Ipumeuyanue: [Ipoaykr cooTBercTByeT TpeboBanusimM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
IMoaroroeneno: Rama Kant

Y -

[IpoBepeHo: Pardeep Kumar

Approved by: Manager/Executiye
/Onobpeno: Menemxeyy/ /
PyKoBOAMTENH Abh"é.qk Chauhan

Reprint Date:
Hara: 27.10.2024

Reprint Date:
Hara: 27.10.2024

Reprint Date:
Jarta: 27.10.2024

Registered Qffics

B L]




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill- Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel 1 +91 981566 56001-02

www. direddys.coim

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Page 7 of 10/ Ctp. 7 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykaun®, TabneTku, NOKphIThIE IIIEHOYHOH 060104K0H, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 800000 tab /

Cepus Ne V2402175 O6bem cepun " 800000 Tab

Analytical Report No/ - 040002703579 807Date of Analysis / - 97102024

AnaguTudecknii oTyet Ne JlaTa anajamza

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JlaTa npou3BOACTBa I'ogen o

Mfg. License No. / MA number: /

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

Jaunensus Ne

Analysis performed according ND: / AHaaus nposened mo H: JITI-Ne(003654)-(PT-RU)-101123

10

Assay / KonuyecTBeHHOe
onpeaeieHHe

392.4 mg/392.4 mr

318.84 mg/318.84 Mr

360.0 to 440.0 mg of C;3His0, (ibuprofen) per
tablet /

Ot 360,0 mMr 10 440,0 mr C3H 302 (ubynpoden) B
Tabnetke

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

Ot1292,5 mr o 357,5 mr CsHoNO» (mapaueramon)
B TabneTke

11

Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / I1o 10 TabneTox
B [IBX/Al 6nucrep. 1o 1 6aucrepy
B [auyky KapTOHHYIO BMECTE C
UHCTPYKUMEHN N0 MPUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetok B [IBX/Al 6mucrep. [lo 1, 2 unu 20
ONMMCTEPOB B MAayKy KApPTOHHYID BMECTE C
WHCTPYKUHEH 0 TPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B cootBerctuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaneHue ITpu Temneparype He Bbine 25 °C.
14 | Shelf life / Cpox 5 vears/ 5 net
TOAHOCTH '

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykr coorBeTcTBYET TpeboBaHUAM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Managgt/Executive
[Toarotorneno: Rama Kant [TpoeepeHo: Pardeep Kumar /Ono6peno: Menemigep /
AW : PykoBoautens Alphishek C?éuhan
/ -~
Reprint Date: 8 Reprint Date: Reprint Date:

JHara: 27.10.2024

Jara: 27.10.2024

JHarta: 27.10.2024

Registered Office: 8-2-327 Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Yol 451 20 4808 2500, Fax

Cilds

weny drreddys.com

204900 2999, Ernail: maii@drreddys.com
APZACAPLCON4507




Dr.Reddy’s €3

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

Vil Khol, Naiagarh Road, Baddj,
Distt. Solan, H.P, 173 205, INDIA
Tel 1 491 981566 56001-02
wwwdrreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 8 of 10/ Cp. 8 u3 10

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

Hponyxr: H6ykann®, Ta6eTKH, NOKPHITHIE IEHOUHOH 060104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000 tab /

Cepua Ne - V2402175 Oo0bem cepun " 800000 Tabd

Analytical RepO}‘t No / - 040002703579 807Date of Analysis / . 97102024
| AHAJIMTHYeCKHI oT9eT No JarTa ananusa

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JaTta npousBoacTBa I'open a0

Mfg. License No. / MA number: /

ITponzBoacTREHHAS : MNB/05/263 ) 1 JIII-Ne(003654)-(PI'-RU)

Homep PY
Jnuen3usa Ne

Analysis performed according ND: / Anajau3 l'lp;)Be)leH no HJT: JITI-Ne(003654)-(PI'-RU)-101123

Note: References in the normative document are given to the Rus. Ph XIV.
* 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.
[Tpumeuanue: CchlIKH B HOPMAaTUBHOHN NOKyMeHTauuH npuseaeHsl Ha 'O PO XIV.
* TIpOBOAKTCS MPOM3BOAUTEINEM MPU BHIMYCKE MEPHOIMYECKH: I KaxkaoH 20-of cepum uiu He MeHee 1 pasa B
ron. ITokasatesib MOXeT ObITh HE BKJIIOYEH B cepTH(UKAT aHamM3a GHPMBL.

API name / HanmenoBanue A®C: Ibuprofen / Ubynpoden Paracetamol / [Tapaueramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / Ilapanetamon
g aanuEianes Datch DNEER! 1201/23/A-0547, 1201/23/A-0548 4285/24-25
Homep cepuu npoussoaurens ADC:
FP Manufacturer API Batch number /

FERA00439

HoMep cepuu cyGecTaHUHH NPOU3BOAUTEIIS
I'JI®:

FEQA00075, FEQA00076

API Manufuciured by & country /
IIpoussoautens A®C, crpana:

IOL Chemicals and
Pharmaceuticals Limited, India /
HOJI Ilemuxkainc s3Ha
®dapmacerotukanc Jlumuren,

Sri Krishna Pharmaceuticals
Liwited, India / THpn Kpuwna
®dapmacerotuxanc JInmuren,
Wnnus

Hunus

Remarks : The Product conforms to ND/

Hpumeuanue: [Ipoaykr coorBercTByeT TpeboBaHuam HJ

Opinion : APPROVED
3axkmouenune: OAOBPEHO

Prepared by / Checked by /

IToarotoBsieHo: Rama Kant\_

hAD

ITposepeHo: Pardeep Kumar

——

Approved by: Managey/Executive
/Ono6peno: Menemxgp /
Pykoeoautens AbMishek Cl7uhau

Reprint Date:
Hara: 27.10.2024

Reprint Date:
Hara: 27.10.2024

Reprint Date: i

Hata: 27.10.2024

Registered Offic
Tol+0]

8-7-337%, noad Ne. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

) 292¢, Ernail: meii@drreddys.cem

LC3048507

WAL eGdys,com




Dr. Reddy's Laboratories Ltd.
‘O. Formulation Unit-6
! e Vill. Khol, Nalagarh Road, Baddi,
Dr.Red dy S Ne¢ Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98156 56001-02
vwww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Page 9 0of 10/ Cp. 9 u3 10

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

Hpoaykr: M6yknmnu®, Ta61eTKH, NOKPHITHIE MLIEHOUHOMH 000/104K0i, 400 Mr + 325 mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / 800000 tab /

Cepusa Ne i O0beM cepun " 800000 Tab

Analytical Repovrt No/ - 040002703579 807Date of Analysis / . 97.10.2024

Ananuruyecknii oruer Ne JlaTa aHa/M3a

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

Jata npou3zBoacTBa I'ogen a0

Mfg. License No. / MA number: /

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

JuueH3us Ne

Analysis performed according ND: / Auaun3 nposegnen no HJI: JIIT-Ne(003654)-(PT-RU)-101123

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumenoBaHue, agpec, JULEH3UA NJIs I-p Pennu’c Jlaboparopuc JIta., Muaus, [pou3BoacTBeHHOE
IpouszBoacreenHas naomanka / Ilmomaaka noxpasgenenue-6, Buni. Kxons, Hanarapx Poyn, bannu, {uctpyukr
KOHTpOoJIA Kavectsa / [lnomanka Boinycka Comnan, X.I1., 173205, Uuaus (nuueH3us 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».

3aK/04eHHe 0 COOTBeTCTBHH: «HacToslKMM s MOATBEPIKAAIO0, YTO MPHBEACHHAsA Bblle MHGOPMALMA ABIAECTCA
JOCTOBEPHOM W TOYHOW. DTa cepus NPOAYKUHH MpousBeieHa (BKMOUYas yNakoBKy (MapKMpOBKY) M KOHTPOJb
KA4eCTBA) HA REIUEYKAIAHHOH NPOVMIRONCTREHHNN nnomanke (MAOMATKAX) B MOTHOM  COOTBETCTBHH ¢
TpeGopanuaMH [IpaBun Hajnexallel NPOU3BOJCTBEHHON MpakTHKH EBpasuiickoro skoHoMu4eckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeO0BaHUSIMU KOHTPOJIS KaYeCTBA JICKAPCTBEHHBIX CPEICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executive
[ToarotoeneHo: Rama Kant Iposepeno: Pardeep Kumar | /Opno6peno: Meunemugep /

M‘u} C“AL” PyxoBonurens Abhishek C_h?uhan
Reprint Date: ' Reprint Date: Reprint Date: '
Jlarta: 27.10.2024 Jara: 27.10.2024 Hata: 27.10.2024
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Dr. Reddy's Laboratories [td.
Formuiation Unit-6

Vill. Knol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tol:+91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A
Page 10 of 10 / CTp. 10 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoaykT: M6ykanu®, Ta6ieTKH, IOKPHITbIE IIEHOHOH 060104K0iH, 400 Mr + 325 Mr
Market / Poivok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000 tab /
Cepus Ne V2402175 Ob6nem cepun " 800000 Tab
Analytical Repovrt No/ . 040002703579 807Date of Analysis / . 27102024
AHanuTHYecKH# oTyeT No Jlara ananuza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029
JaTa nponsBojcTBa I'ozen oo
Mfg. License No. / MA number: /
IIpousBoacTBeHHAs : MNB/05/263 . ¢ JII-Ne(003654)-(PT'-RU)
Homep PY
JuneHsHsa Ne g - |
Analysis performed according ND: / Anaan3 nposegen no HJL: JII-Ne(003654)-(PT-RU)-101123

a TAK)Ke B COOTBETCTBUH CO CHeLMPUKALUAMH, COAESPHAILUMUCS B PETUCTPALIMOHHOM JOChE CTPaHbI-UMITOPTEPA.
3arucH 10 MPOU3BOACTBY, YITAKOBKE M aHAJIM3Y NPOBEPEHBI, U YCTAaHOBJICHO UX cOOTBETCTBHE TpeboBanuam [pasun
HaJIexallel Mpou3BOACTBEHHOMN NpakTUKN EBpasniicKoro 3KOHOMHYECKOT0 COK3ay.

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3aknrouenne: OJJOBPEHO

Prepared by / Checked by /
[Toarorosnexno: Rama Kant

hord

[Tposepeno: Pardeep Kumar

I

Approved by: M
/OnobpeHo: Menejgxep /

anager/Executive
PykoBoautens f? hishek C){auhan

Reprint Date:
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Reprint Date:
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Reprint Date:
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