Dr.Reddy’s ".

Dr. Reddy's Laborateries Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 58166 55001 02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 1 of 10/ Cp. 1 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
pogyxr: M6ykann®, TabaeTKH, MOKPBITHIE IIEHOYHOI 060J104KO0#, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne + V2500395 O0bem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002851398 Date of Analysis / . 17.03.2025

AHanuTHYeCKHH oT4eT No JlaTa aHaJu3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

Jara npousBoiAcTBa I'onen oo

Mfg. License No. / MA number: /

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

JHueH3ns Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(003654)-(PT'-RU)-101123

No

Test / Iloka3zaTeab

Results/ Pe3yabraTsl

Specification / Hopma

Appearance /
Onucanue

Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
one-side scored tablets; white core at |scored tablets; white or off-white core at the

the cross-section. / Tabnetku cross-section. / TabieTku KancyJoBUAHON
KancyJa0BHAHON GOpMBI, OKPBITEE | GOPMBI, TTOKPBITHIE UIEHOUHOH 000/104KOH
ILJIEHOUHOM 060JI0UKOM OPaHKEBOI0 |OPaHKEBOTO LBETA, C PUCKOH Ha OJHOM CTOPOHE;
1IBETA, C PUCKOM Ha OJIHOM CTOPOHE; |Ha MONEepeYHOM pa3pese — AApO OENOro Ui

Ha [OMEPEvHOM paspese — SApo noytH 6€J10ro LBeTA.

Oesoro nBeTa.

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTseTcTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3akaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Moarorosneno: Santosh Kumar | ITpoBepeno: Pardeep Kumar /Ono6peHo: Menemxep /

Maurya ’rz PykoBoauTens: Ami’t\Kumar
Reprint Date: Reprint Date: Reprint Date: v

Hara: 17.03.2025 Hara: 17.03.2025 Hara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad -

500034, Teiangana, Indiz

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €&

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

Vill. Khol, Nalagarh Road, Baddii,
Distt. Solan, H.P., 173 205, iNDt g
Tel: +9i 98166 50001-02
www.drreddys.coim

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJTU3A

Page 2 of 10/ Crp. 2 m3 10

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

Ipoaykr: M6ykann®, TabeTKH, NOKPBITHIE IUIEHOYHOH 060.104K0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccust

Batch No / ) Batch Quantity / - 800000.0 tab /

Cepnst Ne V2500395 O6bem cepun " 800000.0 Tab

Analytical Rep0ft No/ - 040002851398 Date of Analysis / . 17.03.2025

AHAJUTHYECKHH 0TUeT Ne Jarta anannza

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

JaTa npoussoacTBa T'open mo

Mfg. License No. / MA number: /

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

JuneH3ns Ne

Analysis_performed according ND: / Anaan3 npoBeaex no HJI: JIII-Ne(003654)-(PI'-RU)-101123

2 |Identification /
INoanuHHOCTH

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) /
BpeMeHa yAep)KHBaHHMsS OCHOBHBIX IIMKOB Ha
XpOMAaTorpaMMe HCHBITYEMOrO PacTBOPa AOJDKHBI
COOTBETCTBOBATH BpEMEHAM YIESP)KHBAHUS TIMKOB
Ha XpOMaTorpamMme pacTBOpa CTaHJAPTHBIX
obpasios ubynpodena u napaueramosna (pasaen
«KonuecTBEHHOE ONpEJEIeHAE)

3 |Average tablets weight / 969.6 mg / 969.6 Mr

Cpeansia macca TabJaeToOK

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

Or 940,9 MT J0
(970,0 mr L 3,0 %)

999,1 MT

4 |Disintegration / 06 min 45 sec / 06 muH 45 cex

Pacnaagaemocth

Not more than 30 min /
He 6onee 30 muu

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanusam HJ{

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarotosneHo: Santosh Kumar | IIpoBepeno: Pardeep Kumar /Ono6peno: Menemxep /

Maurya o cL’- PykoBoauTeb: An:/;J\IF{lm}af
Reprint Date: Reprint Date: Reprint Date: b

Harta: 17.03.2025 Jara: 17.03.2025 Hara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Teiangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'

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

Vill. Khol, Nalagarh Road, Baddli,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 96166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Page 3 of 10/ CTp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: Hoykaun®, Ta6JIeTKH, HOKPBIThIE IVIEHOUHOI 060,104K0#, 400 mMr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusi Ne V2500395 Oo6nem cepun " 800000.0 Tab

Analytical Rep0ft No/ - 040002851398 Date of Analysis / - 17.03.2025

AnajadTHyeckmii oTyeT Ne JlaTa ana;am3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JaTa NpoH3BOACTBA I'open mo

Mfg. License No. / .

TIpoH3BOACTBEHHAS] - MNB/05/263 il - JITI-Ne(003654)-(PT-RU)
Homep PY

Junensus Ne |

Analysis performed according ND: / Ananus npm_;e)]e; no HJI: JITI-Ne(003654)-(PT-RU)-101123

S |Dissolution /
PactBopenue

100% to 102 %

98 % to 100 %

Not less than 70% (Q) of Ci3H1302 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3HsO; (ubynpoden) yepes
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/
Hpumeuanue: [Ipoaykrt coorseTcTBYeT TpeboBanusam HJJ

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /
[ToarotosnieHo: Santosh Kumar
Maurya

@

Checked by /

[Tposepeno: Pardeep Kumar /Ono6peno: Menemxep /

Approved by: Manager/Executive

PykoBoautens: Amit Kuxaa_r
J&/ —
/ e

Reprint Date:
Hara: 17.03.2025

Reprint Date:

Hata: 17.03.2025

Reprint Date: :

Jara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Teiangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s €3¢

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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIHU3A

Page 4 of 10/ CTp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoayxT: H6ykaun®, TaGeTky, NOKpPHIThIE IUIEHOYHOH 060,1041K0ii, 400 Mr + 325 mr

Market / PoiHok :Russia / Poccus
Batch No / ) Batch Quantity / _ 800000.0 tab /
Cepus Ne V2500395 O0nem cepuu " 800000.0 Tab
Analyftical Repo:'t No/ - 040002851398 Date of Analysis / - 17.03.2025
AdanuTHYecKHH oTueT Ne JlaTa aHanH3a
Date of Manufacture / Date of Expiry / )
. 01/2030
JlaTa nipou3BoAcTBa T'onen no
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAs : MNB/05/263 ) i JITI-Ne(003654)-(PT'-RU)
Homep PY
JHneH3ust No

Analysis performed according ND: / Ananu3 nposeaed mo H/I: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) - not more
PoacrBeHHBIE IpUMeCH than 0.005% /
Method 1/ Merton 1 4-amuHodeHon (npuMech MapaueTaMmosna) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Metogn 2 0.03% paracetamol) - not more than 0.3% /
JIrobGasn egunuuHas npuMmech (ubympodena wiu
naparneramosa) He 6onee 0,3 %
0.03% Total impurities (Method 1+ Method 2) - not more
‘ than 0.7% / Cymma npumeceii (Meron 1 + Meron
2) He 6onee 0,7 %
7 |Water / Boan 1.5 % Not more than 5.0% /
He bonee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykrt coorBeTcTByeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /

[Togrorosneno: Santosh Kumar | [IpoeepeHo: Pardeep Kumar

Maurya , ﬁ _ Jf;_ ;

Approved by: Manager/Executive
/Opo6peno: Menemxep /
PykoBoautens: Amit Kymar

= —

Reprint Date:
Jlara: 17.03.2025

Reprint Date:
Jara: 17.03.2025

Reprint Date: V
Hara: 17.03.2025

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:’

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

_1 L L0 QoA Connd N
Tel . +51 53160 SLULL-UL

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 5 0of 10/ CTp. 5 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: H6ykann®, TabeTKH, TOKPBIThIE IUIEHOYHOH 000J104K0i, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / _ Batch Quantity / _ 800000.0 tab /

Cepust Ne - V2500395 O6bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002851398 Date of Analysis / - 17.03.2025

AnandTHyeckuii oTueT Ne JlaTa anaM3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JaTa npou3BojcTsa T'open 1o

Mfg. License No. / MA number: /

IIpon3BoacTBeHHas : MNB/05/263 ) . JIII-Ne(003654)-(PT'-RU)
Homep PY

aunuensus Ne

Analysis performed according ND: / Ananns nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OJIHOPOAHOCTD
JO3UPOBAHUS

- ibuprofen / ubynpodex

- paracetamol /
apalieTaMmolt

1.3

1.3

Acceptance value (AV) should be not more than
15.0 /IMokazatens npueMaeMocTd (AV) qoynken
ObITH He Gonee 15,0

Acceptance value (AV) should be not more than
15.0 / Iokazarenb nprHeMaeMocTd (AV) 10JDKeH
ObITE He 6oJiee 15,0

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTsercTByeT TpeboBanusm HJL

Opinion : APPROVED
3axaouenue: OJOBPEHO

Prepared by /
IMToarorosneHo: Santosh Kumar

Maurya @j

Checked by /
[Tposepeno: Pardeep Kumar

o

Approved by: Manager/Executive
/Ono6peno: Menemxep /

PyxoBoaurtens: Amit Kymar
r;{(/ e

Reprint Date:
Hata: 17.03.2025

Reprint Date:
Hara: 17.03.2025

Reprint Dale: '
Hata: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mali@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Badii,
Distt. Solan, H.P., 173 205, iNDI4,
Tel: +91 93166 56001-0Z
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIHU3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: H6ykaun®, TabaeTKH, NOKPLIThIE JIEHOTHOH 060/104K0ii, 400 Mr + 325 Mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepusa Ne . O6bem cepuu " 800000.0 Tab

Analytical Repoz‘t No/ . 040002851398 Date of Analysis / - 17.03.2025

A”aJauTHYecKHii oTueT No JlaTa anaamusa

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

JlaTa npou3BoicTBA T'ogen no

Mfg. License No. / MA number: /

IIpon3BoacTBEHHAS : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)
Homep PY

JuneH3usi Ne

_Analysis performed accordiné ND

: / AHanu3 npoBejieH 1o Hl[ JITI-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
MuKpoOHoJ0rHYecKas
yHceroTa*

a) Total aerobic microbial
count / Obuiee 4ucio
a>poOHBIX

MHKPOOPraHu3MOB

b) Total combined yeasts
and mould count / Ob1ee
YHCJIIO IPONOKEBBIX H
IIECHEBBIX MPUOOB

c) E. coli

NA

NA

NA Shall
Ir

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 / OtcyrcTBHe B

Remarks : The Product conforms to ND/
ITpumeyanne: [IpoaykT cootsercTByeT TpeboBanuaM HJL

Opinion : APPROVED
3aknyenue; OJIOGPEHO

Prepared by /
IMoarorosneno: Santosh Kumar

Maurya @

Checked by /
[Iposepeno: Pardeep Kumar

o

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBoautens: Amit Kumagr.

f -

[ e

Reprint Date:
Jara: 17.03.2025

Reprint Date:
Hata: 17.03.2025

Reprint Date: v

Hara: 17.03.2025

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hvderabad - 500634, Teiangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':'.

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
www.drreddys.coim

CERTIFICATE OF ANALYSIS
CEPTHO®HUEKAT AHAJIN3A

Page 7 of 10/ Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoxykr: UGyknun®, TabaeTKH, NOKPBITHIE MIEHOUHOH 060n04Koi, 400 Mr + 325 Mr

Market / PeiHoOK :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepust Ne L Ob6bem cepuu " 800000.0 Tab
Analytical Repo‘}‘t No/ - 040002851398 Date of Analysis / - 17.03.2025
AHanuTHYeCKH# oTueT No JlaTa anajau3za
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

| laTa mpon3BoACTBA T'open o
Mfg. License No. / .
) ——— . MNB/05/263 REAY numberEY . JIT-Ne(003654)~(PT-RU)

Homep PY

JIMNEeH3Hs Ne

Analysis performed according ND: / Ananu3s nposegen no HJI: JIII-Ne(003654)-(PT'-RU)-101123

10 |Assay / KosnyecTBeHHOE

onpeaeieHue

401.3 mg/401.3 mr

324.92 mg / 324.92 mr

360.0 to 440.0 mg of C;3H30, (ibuprofen) per
tablet /

Ot 360,0 mr o 440,0 mr C13H 1302 (uOynpoden) B
Tabnerke

292.5 to 357.5 mg of CsHyoNO; (paracetamol) per
tablet /

01292,5 mr 1o 357,5 mr CsHoNO; (mapaueramon)
B TabJeTKe

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 tabneTtok
B [IBX/Al 6nuctep. Ilo 1 Gnuctepy
B NayKy KapTOHHYKO BMECTE C
WHCTPYKUMEH M0 MPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerok B IIBX/Al 6mucrep. Ilo 1, 2 uan 20
OMMcTepoB B Madyky KapTOHHYIO BMECTE C
HUHCTpYKLMEH 0 NPUMEHEHHIO.

12 | Labcling / Mapienpobien

According to ND. / B coorperernui ¢ 11T

13 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenne I[Tpu Temneparype He Bblwe 25 °C.
14 | Shelf life / Cpok 5 years /5 1er
TOIHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpedoBauuaM HJI

Opinion : APPROVED
3axumouenue: OJJOBPEHO

Prepared by /

Maurya

[Tonrorosneno: Santosh Kumar

Checked by /

[Tpoepeno: Pardeep Kumar

Approved by: Manager/Executive

/On06peHo: Meuemxep /

Pykopoautesns: Amit Kumgr
o

Reprint Dale.
Hara: 17.03.2025

Reprint Date:

Jlata: 17.03.2025

Reprint Date: ¥
Hara; 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €&

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +51 38166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 8 of 10/ Ctp. 8 u3 10

[Product : Ibuclin, film-coated tablets,

400 mg + 325 mg

Mpoaykr: M6ykaun®, TaGneTKH, MOKPbIThIE MICHOYHOH 060,109K0i, 400 mr + 325 mr

Market / Peinok :Russia / Poccust

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusg No Vet O0bem cepun " 800000.0 Tad

Analytical Repo:‘t No/ . 040002851398 Date of Analysis / . 17.03.2025

AHaaaTHYECKHH 0T4eT Ne JaTa anasmsa

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

JlaTa npoK3BoACTBA Topen no

Mfg. License No. / MA number: /

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

JHOeH3us Ne -

Analysis performed according ND: / Ananus nposeaen no H/L: JITI-Ne(003654)-(PT-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.
[Tpumeuanne: CCbUIKM B HOPMATHBHOIT JOKyMEHTalMH npuBeeHbl Ha ['@ PO XIV.

* TIpOBOAMTCS IPOU3BOJMTENEM NPU BhIyCke MEPUOIHIECKH: I Kaxaoi 20-0i cepuu MM He MeHee 1 pasza B

roz. ITokazaTesib MOXET ObITh HE BKJIFOUEH B cepTH(dHKAT aHanu3a QupMBl.

API name / HaumenoBanune A®C: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
INN / MHH: Ibuprofen / Ubynpogen Paracetamol / [lapaiietamon
API manufacturer batch number / PIBM240221 APAP/24081243
Homep cepun npomssoguTensa ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGCcTAHIMHA NPOU3BOJHTEIA FERAO00741 FERA00703

I'J1d:

API Manufactured by & country /
IIpoussoaurteabs APC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
®apma Catiercus Jlumuren,
Hupus

Granules India Limited, India /
panynec Mupus Jlumuten, Uuaus

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeuanne: [IpoaykT coorseTcTBYyeT TpeGoBanusam HJL

3aknouenue: OJJOBPEHO

Prepared by /
[Mogrotoeneno: Santosh Kumar

Maurya %

Checked by /
[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PyxoBoautens: Amit Kumpar
V/\\V B

Reprint Date:
Hara: 17.03.2025

Reprint Date:
Hara: 17.03.2025

Reprint Date:
Jara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyvderabad -

00034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC00A507
www.drreddys.com



Qe Dr. Reddy's Laboratories Ltd.

? ® X i
Formulation Unit-6
Dr‘ Reddy s ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Page 9 of 10/ CTp. 9 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: H6ykaun®, Ta6JIeTKH, NOKPBITHIE NJIEHOYHO# 060/104K0H, 400 mMr + 325 Mr
Market / PbiHOK :Russia / Poccus
Batch No / ! Batch Quantity / ~800000.0 tab /
Cepus Ne A OoneM cepHi " 800000.0 Tab
Analytical RepOft No/ - 040002851398 Date of Analysis / - 17.03.2025
_AnanuTH4ecKkHii oTyeT Ne JlaTa aHannza
Date of Manufacture / . 02/2025 Date of Expiry / - 01/2030
JlaTa mpou3BOACTBA T'omen oo
Mfg. License No. / MA number: /
IIpou3BoACTBEeHHAA : MNB/05/263 : : JIII-Ne(003654)-(PI'-RU)
Homep PY
JIHHEeH3HsA Ne _ I
Analysis performed according ND: / Ananu3 nposenen no HJI: JIII-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) /

HaumeHoBaHue, aapec, JMLEH3Hs 115 II-p Pennu’c Jla6oparopuc JIta., Muaus, IlponsBoacTeeHHOE
ITpousBoacTBeHHast Wiomaaka / Ilnomanka noapasnenenue-6, Bumn. Kxons, Hanarapx Poyn, bapau, Jluctpukt
KOHTPOJIs1 KadecTBa / Iliomanka Bplnycka Comnan, X.I1., 173205, Uuaus (muuensus 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».

3aKiI04eHHe 0 COOTBeTCTBHH: «HacToAmMUM s MOATBEPXK/AI0, UTO MPUBEACHHAs Bbllle MHQOpMaAUs ABJISETCS
JOCTOBEPHOH M TOYHOW. DTa cepus MPOAYKLMM MPOU3BeJieHa (BKIOYasA YNAakoBKY (MapKHPOBKY) M KOHTPOJB
KauecTBa) Ha BBINIEYKA3aHHOM NPOM3BOACTBEHHOM Iulomajke (TUIOIAAKaX) B TMOJHOM COOTBETCTBHH C
TpeGoBaHuaAMH [IpaBun Hamnexkaieil NPOU3BOACTBEHHON NpakTuky EBpasuiickoro sxoHomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u Tpe60BaHUAMHU KOHTPOJIA Ka4eCTBa JIEKApCTBECHHBIX CPENCTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cootBercTByeT TpeboBanuam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Santosh Kumar | IIpoepeno: Pardeep Kumar /Ono6peno: Menemxep /
Maurya | Pykoroautens: Amit Kumar
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Reprint Date: Reprint Datc: Reprint Date: V
Jlara: 17.03.2025 Jarta: 17.03.2025 Jara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Page 10 of 10/ CTp. 10 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Iponykr: H6ykaun®, Ta61eTKH, NOKPLITHIE NJIEHOYHO! 000/104K0i, 400 Mr + 325 Mr
Market / PriHok :Russia / Poccusd
Batch No / . Batch Quantity / ~800000.0 tab /
Cepusz No VSR O6bem cepun " 800000.0 Tab
Analytical Repo:‘t No/ - 040002851398 Date of Analysis / - 17.03.2025
AnajuTH4eckHii oTueT No JlaTa anajm3za
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JlaTa mpou3BoAcTBa Togen oo
Mfg. License No. / MA number: /
IIpou3BoacTBeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PI"-RU)
Homep PY
Junensus Ne - B
Analysis performed according ND: / Ananu3 nposegen o HJL: JITI-Ne(003654)-(PT-RU)-101123

a TaK)ke B COOTBETCTBUM CO CHEUU(PHUKANUIMHU, COACPKAUIMMHUCA B PEMHCTPALIMOHHOM JIOChE CTPaHbI-MMIIOpTEpa.
3amucy No NPOM3BO/ICTBY, YIIAKOBKE U aHAIM3y NIPOBEPEHBI, U YCTAHOBIEHO UX COOTBETCTBUE TpeboBaHusM [1paBun
HaJIeXalel POU3BOACTBEHHON MPakTHUKK EBpasuiickoro 3kOHOMUYECKOTO COrO3ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: IIpoaykT coorBeTcTBYET TpeGoBaHusaM HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

[Moarotosneno: Santosh Kumar | Ilpoepeno: Pardeep Kumar /OpmobpeHo: Menemxep /

Maurya d PyxoBomuTens: Amit Kumdr
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