®. Dr. Reddy's Laboratories Ltd.
DI’. Reddy’s Q.. Formulation Unit-6 ‘
o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IMDIA
Tel; +91 95100 30001-G2
wyv.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Page 1 of 10/ Crp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxt: UGykaun®, TabaeTku, HOKPHITDIE MIIEHOYHOl 060.30uK0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust N R O0bem cepun " 800000.0 Tab
Analytical Repo:‘t No / - 040002808596 Date of Analysis / . 24.02.2025
AHaJTHTHYECKHIi oTyeT No JaTa anaiusza
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JlaTa mpou3BOACTBA I'ogen o
Mfg. License No. / MA number: /
IlponsBoacTBeHHAsA : MNB/05/263 ) . JIII-Ne(003654)-(PT-RU)

Homep PY

JuneH3ns Ne -

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

Ne |Test/ Iloka3aTtean Results/ PesyabTaThl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onucanne one-side scored tablets; white core at |scored tablets; white or off-white core at the
the cross-section. / TabneTku cross-section. / TabneTku kancysioBUAHOM

KarncyJoBHAHON (GOPMBI, MOKPBITBIE |(POPMBI, MOKPBITHIE MJIEHOUHOH 000JI0UKOH
IJIEHOYHOM 000JI04KON OpaHKeBOr0 |OpaHXKEBOTo LIBETA, C PUCKOM Ha OJHOM CTOPOHE;
LIBETA, C PUCKOI Ha OJ(HOM CTOpOHE; |Ha MONEpPe4YHOM paspese — AApo 6enoro uim

Ha MOTepevHOM pa3pese — SLpo NOYTH 6ENoro UBeTa.

Oenoro 1BeTa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoayxr cootBeTcTByeT TpeGoBanusM HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moarorosneno: Shehnaz [posepeno: Santosh Kumar | /Ono6peno: Menemxep /

Q} Maurya 3% PykoBogurtens: Pavan Kumar Sharma

" \ =

Reprint Date: = Reprint Date: Reprint Date: e
Hara: 24.02.2025 Hara: 24.02.2025 Jara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 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
fel ; +51 95166 36001-01
www.drredadys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

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

Mpoayxr: MGykaun®, TabaeTKH, HOKPBIThIE MJIEHOYHOI 000/104KOi, 400 mMr + 325 Mr

Market / Peinok :Russia / Poccusg

Batch No / , Batch Quantity / ~ 800000.0 tab /

Cepus Ne MLV O6bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ - 040002808596 Date of Analysis / . 24.02.2025

AHAJHTHIECKHH 0TueT Ne HMata anaau3sa

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029

JaTa npou3BOACTBA T'open no

Mfg. License No. / MA number: /

IlpouzBoacTBeHHAs : MINB/05/263 ) . JII-Ne(003654)-(PT-RU)
Homep PY

JuneH3Hs Ne

Analysis performed according ND: / AHajH3 npoBejeH mo H,II JHI-Ne(003654)-(PI'-RU)-101123

2 |Identification /
IMoanuuHOCTH

Complies as prescribed/
CooTBEeTCTBYET

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 ynep:xuBaHHs OCHOBHBIX IIMKOB Ha
XpOMAaTorpamMMe HCIbITYEMOrO pacTBOpa AOJIKHBI
COOTBETCTBOBATH BpeMEHaM yJepXUBaHNs THKOB
Ha XpoMarorpamMMe pacTBOpa CTaHAAPTHBIX
o0pazuoB ubynpodeHa u napaieramona (pasgel
«KonuuecTBeHHOE OnpeieSIeHHE)

3 |Average tablets weight / 972.1 mg/972.1 mMr

Cpennss Mmacca TadeToK

940.9 mg to 999.1 mg
(970.0 mg £+ 3.0 %) /
Ot 940,9 Mr J0 999.1 M

(970,0 Mr + 3,0 %)

4 |Disintegration / 06 min 18 sec / 06 muH 18 cex

PacnapaeMocThb

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
Hpumeuyanue: IIpoaykTt cooTBeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
[Moarorosneno: Shehnaz
Maurya ;

s

Ilposepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PyxoBonurens: Pavan I{;Ltmar_Sharma

Reprint Date:
Harta: 24.02.2025

Reprint Date:
Hara: 24.02.2025

——

Reprint Date:
Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tei: +91 98166 56004-02
www.drreddys.com

OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Page 3 of 10/ CTp. 3 u3 10

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

Mpoayxr: M6ykaun®, TabaeTKH, NOKPBITHIE MICHOYHOH 060.104K0#i, 400 Mr + 325 mr

Market / PpiHok :Russia / Pocens

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne + V2500150 O6bem cepun " 800000.0 Tab

Analytical Repo:rt No/ - 040002808596 Date of Analysis / - 24.02.2025

AHasuTHYecKHMii oTueT No Jata apaimsa

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JdaTta mpou3BOACTBa Coxen 10

Mfg. License No. / MA number: /

IIpousBoacTBeHHAA : MNB/05/263 ) ;. JII-Ne(003654)-(PT-RU)
Homep PY

Junen3ua No B

Analysis performed according ND: / Anasnu3s nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /
PacrBopenue

100% to 102 %

98 % to 101 %

Not less than 70% (Q) of Ci3H3O2 (ibuprofen)
after 30 min/

He menee 70 % (Q) C13H 30, (ubynpoden) uepes
30 MuH

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

He menee 70 % (Q) CsHoNO: (mapaueramon)
gepes3 30 MUH

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

Opinion : APPROVED
3axmwuenne: OJIOBPEHO

Prepared by /
[ToarorosneHo: Shehnaz

Checked by /

[Iporepeno: Santoslg__l}(\umar
A

Approved by: Manager/Executive
/Ono6peno: Menemkep /
PyxoBoautens: Pavan Kurhar Sharma

Reprint Date:
Hara: 24.02.2025

Reprint Date:
ara: 24.02.2025

= -

Reprint Date: -
Hata: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 29900, 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
Tel - +51 95166 56001-C2
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 4 of 10/ C1p. 4 u3 10

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

Mpoayxr: Hoykaun®, Ta6eTKH, NOKPHITHIE NJIEHOYHOM 0601049K0ii, 400 Mr + 325 mr
| 11poay \ p

aunen3us Ne

Market / PpiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepust Ne b O6beM cepuH " 800000.0 Tab

Analytical Repourt No/ - 040002808596 Date of Analysis / . 24.02.2025
AHaauTHYeCKHH oTueT No JlaTa anann3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JlaTa mMpou3BOACTBA T'open no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAan : MNB/05/263 Howmep PY . JITI-Ne(003654)-(PT'-RU)

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

6 |Related substances / 0.0003%
PoacrBeHHbIE NPHMeECH
Method 1/ Metog 1

Method 2 / Meton 2 0.03%

0.03%

than 0.005% /

6oiee 0,005 %

Any individual

2) e 6onee 0,7 %

4-aminophenol (paracetamol impurity) - not more

4-amuHodeHon (mpuMech MapaleTamona) He

impurity (of ibuprofen or
paracetamol) - not more than 0.3% /
JloGas equnuuHas npruMechk (ubynpodeHa nin
napaieramona) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npuMeceii (Meton 1+ Mertog

7 |Water / Boaa 1.3%

He 6onee 5,0 %

Not more than 5.0% /

Remarks : The Product conforms to ND/
Tpumeyanue: IIpoaykt cooTBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarororneno: Shehnaz [MpoBepeno: Santosh Kumar | /Opo6peno: Menemxep /

qg / Maurya % Pykosoautens: Pavan Kumar Sharma
Reprint Date: e Reprint Date: Reprint Date: H_
Hara: 24.02.2025 Hara: 24.02.2025 Jata: 24.02.2025

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




Dr.Reddy’s ‘_’-

CERTIFICATE

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
fel:+91 95166 56001-02
www.drreddys.com

OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Page S of 10/ Cp. 5 u3 10

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

Mpoaykr: M6ykann®, TaGeTKn, NOKPHIThIE IIIEHOYHOH 060,104K0ii, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepust No 8 V2500150 O6bem cepuu " 800000.0 Tab

Analytical Rep0ft No/ - 040002808596 Date of Analysis / . 94.02.2025
AuanuTudecknii orueT Ne JlaTa anHaamu3a

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029

JlaTa mpou3BOACTBA I'ogen no

Mfg. License No. / MA number: /

[ pousBoacTBeHHas : MNB/05/263 Homep PY ¢ JIII-Ne(003654)-(PT'-RU)

gunensns Ne

Analysis perforn_ned according ND: / Auaau3 nposeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OJHOPOJHOCTD
JIO3UPOBaHUs 2.1
- ibuprofen / ubynpoden

- paracetamol / 1.3
[mapaueramon

Acceptance value (AV) should be not more than
15.0 /Iloka3atens nipuemnemMocT (AV) nomkeH
OBLITL He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 / Tokasatens npuemiieMocTH (AV) oJKeH
OBITE He Oonee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoaykr coorseTcTByeT TpeGoBanusaM HJT 3axkmoyenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Tonrorornexo: Shehnaz | Hposepeno: Santosh Kumar | /OmoGpeno: Menemxep /

'- Maurya \‘ l} PykoBoautens: Pavan Kumar Sharma

P

Reprint Date: Reprint Date: Reprint Date: o
Hara: 24.02.2025 Hara: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills,
Tel: +91 40 4900 2900, Fax: +91 40 4300 299

Hyderabad - 500034, Teiangana, India
9, 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
Tei: 91 981066 56001-02
www.drireddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 6 of 10/ CTp. 6 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoayxr: M6yknun®, Tab1eTKH, NOKPBITHIE UIEHOYHOIi 060.104K0#, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne V2500150 O6nem cepuu " 800000.0 Tab

Analytical Repourt No/ - 040002808596 Date of Analysis / . 94.02.2025

AHanATHYeCKHI oT9eT No JIaTa aHanmM3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029

JaTa npou3BoacTBa Togen no -

Mfg. License No. / MA number: / | ]

IlpouszBoacTBeHHas : MNB/05/263 : JITI-Ne(003654)-(PT-RU)
Homep PY

Jaunensusi Ne B

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

9 |Microbiological purity* /
MukpobGHoaornyeckas
qyHeToTa™®

'a) Total aerobic microbial
| count / O6w1ee uncno
a9pOBHBIX

MHKPOOPTaHU3MOB

b) Total combined yeasts
and mould count / Ob1ee
YUCJIO APOHOKEBBIX K
TUIECHEBBIX rpUOOB

¢) E. coli

NA

NA

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 / OtcyTctBHE B

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykr cooTBeTcTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
Ioarorosiaeno: Shehnaz

a4

Checked by /
[Ipoeepeno: Santosh Kumar
Maurya

l\t'lﬂf y
(B .v’; -

Approved by: Manager/Executive
/Onobpeno: Meunemkep /
Pykosonutens: Pavan Kymar Sharma

e

M e

Reprint Date:
Harta: 24.02.2025

Reprint Date:
Jlata: 24.02.2025

—_—

Reprint Date:
Hara: 24.02.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €z¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
lel: +91 93106 5600i-C2
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 7 of 10/ Ctp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: M6ykaun®, TaGeTKH, IOKPLITHIE MUIEHOYHONH 060,104K0ii, 400 Mr + 325 mr

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / . 800000.0 tab /
Cepns Ne V2500150 OGbem cepuu " 800000.0 Tab
Analytical Repovrt No / - 040002808596 Date of Analysis / . 94.02.2025
AHaguTHYecKH#i oTyeT No JlaTa aHa/M3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JlaTa MpOHM3BOACTBA I'open no

Mfg. License No. / MA number: /

TIpon3sBoACTBeHHAs! - MNB/05/263 B e - JITI-Ne(003654)-(PT-RU)

Homep PY
Junen3usa Ne

Analysis performed according ND: / Anasnn3s nposeaen no HJI: JIII-Ne(003654)-(PT'-RU)-101123

10 |Assay / KotuuecTBeHHOE 360.0 to 440.0 mg of Ci;3H 30, (ibuprofen) per
onpexeicHHe tablet /
409.7 mg / 409.7 mr Ot 360,0 mr g0 440,0 mr C13Hi302 (ubynpoden) B
TabneTke
292.5 to 357.5 mg of CsHoNO, (paracetamol) per
tablet /
330.01 mg/330.01 mr OT292,5 mr o 357,5 mr CsHoNO», (napaueramon)
B TabJeTke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / Ilo 10
leaflet in a carton. / ITo 10 tabnetok |tabnerok B [IBX/Al Oaucrep. Ilo 1, 2 unu 20
B [IBX/AIl 6aucrep. [To 1 6nuctepy |OnucrepoB B Nauky KapTOHHYIO BMECTE C
B [ayky KApPTOHHYIO BMECTE€ C |HHCTPYKLHEH o NPHMEHEHHIO.
HHCTPYKUKEH 10 NPpHMEHEHHUIO.
12 | Labeling / MapkupoBka |According to ND. / B cootBerctBuu ¢ HJI. |
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpu Temneparype He Bolie 25 °C.
14 | Shelf life / Cpox 5 years /5 aer
rOHOCTH

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

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
Iloxgrorosieno: Shehnaz

e

Checked by /

Maurya

| FlpoBepeno: Santosh Kumar

JD_

Approved by: Manager/Executive
/Ono6peHo: Menexep /
PykoBoautens: Pavan KLrlIIlaI' Sharma

s

Reprint Date:
Hara: 24.02.2025

[

Reprint Date:
Hara: 24.02.2025

e

Reprint Date:
Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 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
Tel ; +91 Y8160 50001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJTHN3A

Page 8 of 10/ Cp. 8 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: U6ykaun®, Ta61eTKH, NOKPHITHIE MJIEHOYHOI 060/104K0ii, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab /

Cepus Ne - V2500150 OGbem cepHH ° 800000.0 Tab

Analytical Report No/ - 040002808596 Date of Analysis / . 14.02.2025

AHanHTHIeCKHH oTUyeT No JlaTa aHanu3za

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029

JaTa MpoH3BOACTBA I'ogen no

Mfg. License No. / MA number: /

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

Junen3us No

Analysis performed according ND: / Anaun3 nposenen no HJI: JII-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.

TTpumeuanne: CCbUIKH B HOPMATHBHONM AOKyMeHTallMi npuBeaeHbl Ha ['@ PO XIV.

* [IpoBOAMTCS NPOM3BOUTENIEM NP BBITYCKE MEPHOIMUECKH: 11 Kax ol 20-oi cepyy uim He MeHee 1 pa3sa B
roj. IToka3zatenb MOXET ObITh He BKJIIOYEH B cepTU(UKAT aHaIH3a QUPMBL

API name / HanmeHoBanne ADC: Ibuprofen / H6ynpoden Paracetamol / [Tapaneramon
INN / MHH: Ibuprofen / M6ynpocden Paracetamol / [lapaneramon
API manufacturer batch number / PIBM240210 0545/24-25

Homep cepun npoussoaurenst ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIMA NPOU3BOANTE/ISA FERA00681 FERAOQ00533

I'Jd:

API Manufactured by & country /
Ilpouszsoaurens A®C, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTHB
dapma Caitencus Jlumuren,
Hupus

Sri Krishna Pharmaceuticals
Limited, India / lllpn Kpumina
®apmacerotukanc Jlumuren,
Unnus

Remarks : The Product conforms to ND/
Ilpumeuanne: [IpoaykT coorBeTcTBYET Tpebopanusam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by /

[logrorosneno: Shehnaz - [IpoepeHo: Santosh
@S / Maurya : _E;

Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PyxoBogutens: Pavan Kumar Sharma

Reprint Date:
Harta: 24.02.2025

Reprint Date:
Hara: 24.02.2025

=

Reprint Date:
Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

‘. e

’ °® Formulation Unit-6

Dr' Reddy s ‘. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 58166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxt: Hoykaun®, Ta6eTkH, IOKPHITHIE NJEHOUHON 060J104K0ii, 400 Mr + 325 mr
Market / PblHOK :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepus Ne + V2500150 O6bem cepHH " 800000.0 Tab
Analytical Repo:‘t No/ - 040002808596 Date of Analysis / - 24.02.2025
AHanuTHuecKkMii oTyeT No JaTta anasn3a
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
JaTta mpousBojcTBa I'onen oo |
Mfg. License No. / MA number: /
Ilpon3BoacTBeHHAS : MNB/05/263 : ;. JITI-Ne(003654)-(PT-RU)
Homep PY
JnneH3Hd Ne
Analysis performed according ND: / Anaaus nposenen nmo HJI: JITI-Ne(003654)-(PI'-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) /

HaumMeHoBaHHe, agpec, JIMIEH3UA JUIA JI-p Pennwn’c Jlaboparopuc JIta., Unaus, IIponssoacTeentoe
IIpounsBoacTBeHHast naomwaaka / Ilnomanka nozapazaenenne-6, Bumi. Kxons, Hanarapx Poya, banau, Juctpukt
KOHTPOJIA KavecTBa / [l1omaaka Belnycka Conan, X.IL, 173205, Unnus (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».

3aKJIl04eHHe 0 COOTBETCTBHM: «HacTosmuM s MOATBEpHkK/al0, YTO NpHBEJCHHAs Bhllle HHGOPMALIUA ABJACTCS
JIOCTOBEPHOM W TOYHOM. DTa cepust NPOAYKLUMU MpOU3Be[eHa (BK/IIOYass YNMakoBKy (MapKHUPOBKY) U KOHTpOJb
Ka4ecTBa) Ha BBIIEYKa3aHHOM MPOM3BOJCTBEHHON IUomaike (MUIOMaAKaX) B MOJHOM COOTBETCTBHM C
TpeGoBanusamu [IpaBuil Haajexalneil NPOU3BOACTBEHHOM npakTuku EBpasuiickoro axoHomMuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) u TpeGOBaHUAMHU KOHTPOJISA KAYECTBA JIEKAPCTBECHHBIX CPE/CTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoayKT cooTBeTCTBYET TpeboBanuam HJT 3axmovenne: OJOBPEHO
Prepared by / | Checked by / Approved by: Manager/Executive
[Toarororneno: Shehnaz [Tposepeno: Santosh Kumar | /Ogo6peno: Menemxep /

C% Maurya ( a\ Pykosonuresns: Pavan Kumar Sharma
Reprint Date: Reprint Date: Reprint Date: B
Hara: 24.02.2025 Hara: 24.02.2025 Hara: 24.02.2025

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
CEPTU®UKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

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

Mpoayxt: Moykauu®, TaGneTKH, NOKPbITHIE MJIEHOYHOMH 060.104K0i, 400 Mr + 325 Mr

Market / PpiHoK :Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab/

Cepus No { V2S00Te0 O6nem cepun " 800000.0 Tab

Onalyticak REpor NG| . 040002808596 Date of Analysis / . ,; 5 5095

AHanMTHYECKUHA oTyeT No JlaTa anajau3sa

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029

JaTa NpoH3BOACTBA Togen no

Mfg. License No. / MA number: /

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

JIHIeH3Us1 Ne

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

a TaKKe B COOTBETCTBUU CO ClielMPUKALUAMH, COAECPKAIIUMMCA B PETUCTPALMOHHOM JOChE CTPaHBI-UMIIOpTEpA.
3anvcH 1o NPOU3BOACTBY, YIIAKOBKE H AHAJIM3Y MPOBEPEHbI, U YCTAHOBJIEHO HX COOTBETCTBUE TpeboBanusam [pasun
HaJuIexalnei Npou3BoACTBEHHON NMpakTUKU EBpa3niickoro 5KOHOMMYECKOT0 COr3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanmue: [IpoaykT cooTBeTcTBYET TpeGoBanusm HJJ 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarororneno: Shehnaz Tlposepeno: Santosh Kumar | /Ono6pero: Menemxkep /
Maurya ( P Pykopoautens: Pavan Kumar Sharma

[ Ea Tt gL
Reprint Date: Reprint Date: Reprint Date: -
Jlara: 24.02.2025 Hara: 24.02.2025 Jara: 24.02.2025

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