Dr. Reddy’s ":'.

Dr. Reddy's l.aboratories 1td
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacidi,
Distt. Solan, H.P, 173 205, INDIJA
Tel: 491 98166 560Q0U1-02

v dreadeus corp

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

Page 1 0f 10/ Ctp. 1 u3 10

'i’roduct 3

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

Iponykr: H6ykaun®, Tab6merTkn, OKPbITHIE IIEHOYHOI 060104K0H, 400 Mr + 325 Mr
p y P

Market / Peinok :Russia / Poccus

Batch No / : Batch Quantity / - 800000.0 tab /

Cepust Ne § V2402239 O0bem cepun " 800000.0 Tab

Analytical Repourt No / - 040002721156 Date of Analysis / - 11.11.2024

AnandTu4eckHii oTuer Ne Jara ananuza

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

Jara rpou3BojacTBa Togen mo

Mfg. License No. / MA number: /

IIpou3zBoacTBeHHast : MNB/05/263 ' . JITII-Ne(003654)-(PI"-RT))
Homep PY

JauneH3us Ne

Analysis performed according ND: / Ananus nposegen mo HJ/I: JITI-Ne(003654)-(PT-RU)-101123

Ne |Test/ IToka3zaTenn

Results/ PesyabTaThi

Specification / Hopma

é nnaaranna
Pprrailany s

1 [Onucanue

/ Oranao
vrang

cansu 2la nV\
, Capsuie-sna P

one-side scored tablets white core at
the cross-section. / Tabnerku

KancyJoBUIAHOH (OpPMEIL, TOKPHITHIE
IUIEHOYHOH 000M0YKO# OpaHXeBOTO
L(BETa, C PUCKOH HA OJHOI CTOPOHE;
Ha MONEPEYHOM paspese — AAPo
6enoro neTa.

M ot PP T nsnn

vrange uuu-\,uaLCu, balJSUIC sinaped, one-side
scored tablets; white or off-white core at the
cross-section, / TabneTkn KancymoBU HOMN
(dOpMBI, MOKPHITHIE MJIEHOYHOH 000I0UKOii
OpPaH>XEBOIO LIBETA, C PUCKOI HA OAHOM CTOpPOHE;
Ha [IONEePevYHOM pa3pese — AIpo Oenoro unu
noyTH 6esIoro LBeTa.

Remarks :

The Product conforms to ND/

ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusm HJ|

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /

Iloaroroeneso: Santosh Kumar

Maurya

B

Checked by /
IIposepeHo: Pawan Kumar

Approved by: Manager/Executive

/OnobpeHo: MeHemxep /

PykoBoaurens Amit Kumar
Ao —

Reprint Date:
Jara: 11.11.2024

Reprint Date:

Hara: 11.11.2024

Reprint Date: {
Hara: 11.11.2024

Sistered Ciiice: §-2-357, Road Bo. 3, Banjara H

Jel

lills, Hyderabad - 500024, Telangana, india

A1 A0 G800 2806, Faxe +61.40.4000 2999, Email: imail@drreddys.com
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Dr. Reddy’s Qf‘

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

v drroddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 2 of 10/ Crp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: Moykann®, TabaeTkn, 10KpITHIE NJIEHOYHOH 060104K0ii, 400 M + 325 Mr

Market / Poinok :Russia / Poccust
Batch No / . Batch Quantity / . 800000.0 tab /
Cepust Ne $ V2402239 O6nem cepun " 800000.0 Tab
Analytical Repo‘}rt No/ - 040002721156 Date of Analysis / - 11.11.2024
AHanHMTHYeCKHH oTyeT No JlaTa anann3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTa mpou3BoaCTBA I'ogen no
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAS : MNB/05/263 ’ ¢ JIII-Ne(003654)-(PT"-RU)
Homep PY
| THLeHsHs Ne

Analysis performed according ND

: / Anann3 npoBegen mo H: JITT-No(003654)-(PT'-RU)-101123

2 |Identification /
IHopuHHOCTDL

Complies as prescribed/
CoOoTBETCTBYET

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)xuBaHHsS OCHOBHBIX IIHKOB Ha
XpOMaTOrpaMMe HCIBITYEMOTO PacTBOpa JOJIKHEI
COOTBETCTBOBATH BpeMeHaM YePKHBaHUSA [THKOB
Ha XpOMAarTorpaMMe pacTBOpa CTaHJApPTHBIX
obpazuoB HOynpodena u napaneramona (pasgen
«KonuuecTBeHHOE onpeneieHue)

3 |Average tablets weight /
Cpennss macca TabeTok

971.1 mg/971.1 mr

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

Ot 940,9 MT oo
(970,0 mr £ 3,0 %)

9991 Mr

4 Disintegration /
Pacnmapaemoctn

06 min 35 sec / 06 MuH 35 cek

Not more than 30 min /
He 6onee 30 muu

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr coorBercTByeT TpeGoBanusm HJT

Opinion : APPROVED
3axumrouenne: OJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya @7

Checked by /

9

IIpoBepeHo: Pawan Kumar

Approved by: Manager/Executive

/OnobpeHo: Menemxep /

PykoBoautens Angi&umar
N —

Reprint Date:
Hara: 11.11.2024

Reprint Date:
JHara: 11.11.2024

Reprint Date: ¢
Jara: 11.11.2024

Registerad Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 500024, Telangana, india
Tel: +91 <0 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LS51554AP1984PLCO04AS0T

wwvedrreddys.com




Dr.Reddy’s €¢

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

Vill, Khel, Nalagarh Read, Baddi
Distt. Solan, H.P,, 173 205, INDIA
Tol - +91 98166 56001-02

s dreeddys com

CERTIFICATE OF ANALYSIS
CEPTUOPHKAT AHAJIU3A

Page 3 of 10/ Cp. 3 u3 10

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

Hpoxykr: H6ykaun®, TabaeTkH, NOKpPBIThIE MJIEHOYHOH 000,104K0i, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / _~ 800000.0 tab/

Cepust Ne j Y2 Ob6bem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002721156 Date of Analysis / - 11.11.2024

AHanUTHYEeCKHI oTueT No JaTa anannza

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

Jara npou3BoacTBa I'ogeH no

Mifg. License No. / MA number: /

IIpousBocTBeHRAN : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY 4

Junen3us Ne |

Analysis performed according ND: / Ananun3 npoeeaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PacrBopenue

101 % to 102%

Not less than 70% (Q) of Ci3His0» (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3His0: (ubympoden) uepes
30 mun

Not less than 70% (Q) of CsHoNO, (paracetamol)
after 30 min /
He menee 70 % (Q) CsHoNO- (nmapaneramorn)
yepes 30 MUH

Remarks : The Product conforms to ND/
Ilpumeyanue: [IpoayKkT cooTBeTCTBYET TpeboBaHusM HJI

Opinion : APPROVED
3akawyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

IMoarorosneno: Santosh Kumar | [Iporepeno: Pawan Kumar /OnobpeHo: Menemxep /

Maurya { Pykoponurens, Amit Kumar
B A A

Reprint Date: Reprint Date: Reprint Date: |/

Jara: 11.11.2024 Hara: 11.11.2024 Hara: 11.11.2024

Registered Dificer §-

Tel: +81 40 4560 280

vewdrreddys.com

2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500024, Telangana, india
' 40 5966 2999, Email: mait@drreddys.com

SSIU5APLGEIPLCRONE0T7




Dr. Reddy’s q,':‘

Dr. Reddy's Laboratories [td.
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
CEPTHOUKAT AHAJIMU3A

Page 4 of 10/ Ctp. 4 n3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: U6yknnn®, Ta6eTKH, NOKPbITHIE MIEHOUHO#H 060104K0ii, 400 Mr + 325 Mr

Market / PoiHoOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne VR O0bem cepun ~ 800000.0 Tab

Analytical Repo\rt No/ - 040002721156 Date of Analysis / . 11.11.2024

AHaIUTHYECKHI oT4yeT No JlaTa aHann3a

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

JlaTa ripou3BoacTBA T'onen no

Mfg. License No. / MA number: /

IIpou3BoacTBeHHas : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Howmep PY

JuneH3us Ne

Analysis performed according ND

: / AHann3 nposenen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
Poacreennble npuMecH than 0.005% /
Method 1/ Metop 1 4-amunodeHon (mpumech npapanetamona) He
6ounee 0,005 %
Method 2 / Metop 2 o Any individual impurity (of ibuprofen or
0.03% paracetamol) - not more than 0.3% /
Jliobas enuHMYHas npuMech (MOympodeHa HIH
napareramosa) He 6onee 0,3 %
0.03% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Merox 1 + Meton
2) "e 6onee 0,7 %
7 |Water / Bona 1.5% Not more than 5.0% /

He 6oiee 5,0 %

Remarks : The Product conforms to ND/
IIpume4anue: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJL

Opinion : APPROVED
3axmouenue: OJIOGPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya

Checked by /
IlpoBepeno: Pawan Kumar

2

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PyxoBogutens Amit E(U{nar

Reprint Date:
Hara: 11.11.2024

Reprint Date:
Hara: 11.11.2024

Reprint Date: ¢
Hara: 11.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 25006, Fax: +91 40 4960 2399, Email: mail@drreddys.com
CIN: LSE185AP18E4PLCC04E07

v drreddys.com




Dr. Reddy’s ‘;.‘.

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

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

wywydrraddys.com
;

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 5of 10/ Ctp. 5 u3 10

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

Mpoaykr: U6ykann®, Ta61eTKH, NOKPITHIE IIEHO4YHOH 06004K0ii, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust No SNER0EED O0bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002721156 Date of Analysis / . 11.11.2024

AHanuTHYecKH# oTueT No JlaTa ananuza

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

JaTa ripon3BoacTBa Togen go

Mfg. License No. / MA number: /

IIpou3sBoacTBeHHAA : MNB/05/263 " ) : JII-Ne(003654)-(PI'-RU)
Homep PY

JinneH3usi Ne

Analysis performed according ND: / Ananu3 npoBeaeH ﬁoTI;I_[:_JIH-}{'Q(O—03654)-(PF—RU)-101 123

8 |Uniformity of dosage
units /

OOHOPOAHOCTE
J03MpOBaHHA

- ibuprofen / ubynpoden

- paracetamol /
napauneTamon

1.4

1.2

Acceptance value (AV) should be not more than

15.0 /Ilokazarens npuemieMocTty (AV) gomkeH
ObITH He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npuemaeMocTH (AV) goimkeH
66ITh HE Gosiee 15,0

Remarks : The Product conforms to ND/
ITpumeyanue: [Ipoaykt coorBeTcTBYyeT TpeboBaHusIM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
ITonroromaeno: Santosh Kumar
Maurya

Checked by /
ITpoBepeno: Pawan Kumar
9

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoaurens Amilt_f/{_umar

Reprint Date:
Jara: 11.11.2024

Reprint Date:  /

Jata: 11.11.2024

Reprint Date: |
Tara: 11.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 -1900 2900, Fax: +91 40 4960 2999, Email: mail@drreddys com
CIN: LS5195A4P1984PLLCO0DARGT7

vy diraddys.com




Dr. Reddy’s ‘f’:‘;

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

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

vy drradovs comn

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 6 of 10/ Ctp. 6 u3 10

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

Mpoay kr: Mbyknun®, Tabaerkn, noRpITHe NieHoYHoi 060J04K0i, 400 Mr + 325 Mr

JauneH3usd No

Market / PoiHok :Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab /
Cepus Ne g O6bem cepun * 800000.0 Tab

Analytical Repourt No/ - 040002721156 Date of Analysis / - 11.11.2024
Anandrnyeckuii oryer No JaTa aHa/IM3a

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

JlaTa ripon3BoacTBa T'ogen go

Mfg. License No. / MA number: /

IIpouszBoacTBeHHASt : MNB/05/263 Howmep PY . JII-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Ananu3 nposeaen no HJI; JII-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
MuxkpoGuosioruyeckas
[a) Total aerobic microbial NA
count / Obigee yucno
a’pOBHBIX
MUKPOOPraHU3MOB

b) Total combined yeasts NA
and mould count / O61ree
YHUCIIO IPOXKEBBIX H
TUJIECHEBBIX IPHOOB

c¢) E. coli NA

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

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

Shall be absent in 1g / OtcyrctBue B
Ir

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Approved by: Manager/Executive

PykoBoauten L,\j}nlia_lgumar
IF - —_—

Prepared by / Checked by /
Iloarororneno: Santosh Kumar | Ilpoeepeno: Pawan Kumar /OnobpeHo: Menemxep /
Maurya @\ )
aury N\ /H ]
Reprint Date: Reprint Date:
Hara: 11.11.2024 Hata: 11.11.2024

Reprint Date: f
Jara: 11.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 50 41000 2506, Fax: +91 40 39C0 2999, Email: inail@drraddys.com
CIN. L85195AP1984PLCOO4507
wwvwdrreddys.com




Dr.Reddy’s ":

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 7 of 10 / Cxp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: Hoykann®, radaerku, NOKPBIThIC NJIeHOYHOM 06004uKo0i, 400 Mr + 325 mr

| Market/ Poinok :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne Ry O6bem cepun " 800000.0 Tab
Analytical Repourt No/ - 040002721156 Date of Analysis / - 11.11.2024
AHandTHdecknii oryer Ne JlaTa aHa/u3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa nmpou3BoacTBa T'ogen go

Mfg. License No. / MA number: /

Ilpou3BogcTBeHHas : MNB/05/263 : : JIII-Ne(003654)-(PI'-RU)

Homep PY
Jien3ust Ne

Analysis performed according ND

: / AHasIu3 nposem_aﬂ no HJI: JITI-Ne(003654)-(PT-RU)-101123

10 |Assay / KonnyecTBeHHOE "

onpeneseHne

405.0 mg / 405.0 mr

324.16 mg / 324.16 mr

360.0 to 440.0 mg of C3Hi30: (ibuprofen) per
tablet /

T 360,0 mr ro 440,0 mr Ci3HisO:2 (bynpodet) B
TabneTke
292.5 to 357.5 mg of CsHyNO: (paracetamol) per
tablet /
0t1292,5 mr 1o 357,5 mr CsHoNO;, (mapaneramon)
B TabieTke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 TabneTok
B [IBX/Al 6auctep. 1o 1 6nucrepy
B NauyKy KapTOHHYI) BMECTE C
MHCTPYKLHEH N0 MPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabsietok B [IBX/Al 6nuctep. ITo 1, 2 maun 20
OnmucTepoB B MAadyKy KapTOHHYH) BMECTE C
UHCTPYKHHEH Mo NPUMEHEHUIO.

12 | Labeling / MapkupoBka | According to ND. / B coorsercteun ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue [Ipu Temnepartype He Bbite 25 °C.
14 | Shelf life / Cpok S years/ 5 ner
rOIHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJI

Opinion : APPROVED
3aknwuenne: OJJOGPEHO

Prepared by /

ITonrorosneno: Santosh Kumar

Checked by /
[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /

Maurya @S__ /\# PykoBoautens Ami{c/l(umar
> _ / =
Reprint Date: Reprint Date: Reprint Date: ¢

Hara: 11.11.2024

Jara: 11.11.2024

Jara: 11.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: LS5195AP1984PLCO04AS0T

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
(-1} Formulation Unit-6
'. Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P, 173 205, INDIA

Tel : +91 98166 56001-02
vy drreddys com

Dr.—R'eddy’s Q

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 8 of 10/ Ctp. 8 us3 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: UGykanu®, TabaeTKH, TOKPBITHIE IJIeHOYHO# 060109Ko0i, 400 Mr + 325 Mr

Market / PoiHoKk :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne - V2402239 O0bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ - 040002721156 Date of Analysis / - 11.11.2024

AHagUTHYeCKHI oTyeT No JaTta anannza

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

JaTta mpousBoacTBa I'open no

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAs : MNB/05/263 : : JIII-Ne(003654)-(PI'-RU)
Homep PY

Jinen3ust Ne

Analysis performed according ND: / Ananiu3 npoBeieH o HJI: JITI-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.

* [IpoBoaMTCSA NPOM3BOAUTENEM IIPH BBITYCKE MEPHOANUECKH: IS Kaxaol 20-0if cepru Wik He MeHee 1 pasa B
roa. IlokasaTenb MoxeT ObITh HE BKJIIOUEH B CepTH(HKAT aHann3a GUPMBI.

API name / HaumenoBanue ADC: Ibuprofen / U6ynpoden Paracetamol / Ilapaneramon
INN/MHH: Ibuprofen / Ubynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIBM240157 4286/24-25
Homep cepun npoussoautensi ADC:
FP Manufacturer API Batch number /
Homep cepun cy0cTaHIIMH TPOU3BOAHTEIS FERA00524 FERA00440
I'JId:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country / Limited, India / Conapa DxTuB Limited, India / lllpu Kpuiina
IIponseogurens A®C, cTpaHa: ®apma Caliencus Jiumuren, ®apmacktotukane Jlumuren,
HUnaus Wnnns

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumevanne: [TpoaykT cooTBeTcTBYET TpeboBanusam HJI 3akmodenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

IToaroroeaeno: Santosh Kumar | IIposepeno: Pawan Kumar /OnobpeHo: Menemxep /

Maurya ' P, PykoBonutgns Amit Kumar

& £ R A
Reprint Date: Reprint Date: Reprint Dafe:
Hara: 11.11.2024 Hata: 11.11.2024 Hara: 11.11.2024

Registerad Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: #5140 4200 2900, Fax: +91 40 4300 2939, Email: mail@drreddys.com
CIN: LS5 1S5AP1984PLCO0AS07
wwedrreddys.com




Dr. Reddy's Laboratories Ltd.
D R q.‘ Formulation Unit-6
) @ Vill. Khol, Nalagarh Road, Baddi
r. eddy S e Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Page 9 of 10/ Crp. 9 u3 10

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

Mpoayxr: M6ykaun®, TabJeTKH, HOKPBITHIE IIEHOYHO# 060,104K0H, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccusg

Batch No / _ Batch Quantity / ~ 800000.0 tab /

Cepust Ne 3 V2402239 O0nbem cepun * 800000.0 Tab

Analytical Repo:‘t No/ - 040002721156 Date of Analysis / ©11.11.2024

AHanuTHYecKMH 0TYeT No JlaTta ananu3a

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

JlaTa mpoH3BoACTBA I'onen no

Mifg. License No. / MA number: /

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

JIHIEH3Hs Ne - B -

Analysis performed according ND: / Anann3 nposeaen mo HJI: JITI-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) /

HaumeHoBaHHe, agpec, JTUIEH3US JJIs1 I-p Pennu’c Jlaboparopuc Jita., Uuaus, IIpousBoacTBEHHOE
IIpousBoacTBenHas nuomanka / Ilnomangka noapazaenenne-6, Bunn. Kxons, Hanarapx Poyn, banau, JIucTpukT
KOHTpOJIA KavecTBa / Ilnomanka Beimycka Conan, X.I1., 173205, Muaus (nuuensus 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».

3akimoyeHue 0 cooTBeTcTBHM: «HAacTOSIUM s TIOATBEPXKAAl0, YTO MpUBECHHAs BbIlIE HHPOpPMALIUA ABJIIETCA
JIOCTOBEPHOM U TOYHOH. DTa cepHs MPOAYKUMH MpOM3Be[eHa (BKJIOYas yNakoBKY (MapKHpPOBKY) M KOHTPOJIb
KauecTBA) Ha BhHIIIEYKAa3aHHOW MPOM3BOACTBEHHOW Iuomaake (MJIOMAaKkax) B IOJHOM COOTBETCTBHH C
TpebosanuaMu [IpaBus HamIexalel nNpoU3BOACTBEHHOM npakThku EBpasuiickoro 3KOHOMHMUECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceuts16ps 2022) u TpeGoBaHUAMHU KOHTPOJISl KAYECTBA JIEKAPCTBEHHEIX CPEJICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumevanne: [IpoaykT cooTBeTCTBYET TpeGoBanusam HJT 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarororneno: Santosh Kumar | IIposepeno: Pawan Kumar /Ono6peHo: Menemxep /

Maurya (g l v Pykoeogutens Amit Kumar
Reprint Date: Reprint Date: Reprint Date: \

Jara: 11.11.2024 Jara: 11.11.2024 Jara: 11.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CIN: LS51S55AP1984PLC0O04507
www.drreddys.com



Dr. Reddy’s ":

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H P, 173 205, iNDIA
Tel : +91 98166 56001-02

v, drredadvs .com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Page 10 of 10 / CTp. 10 u3 10
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: U6ykann®, Ta6/1eTKH, OKPHITHIE MJIEHOYHO# 060104K0i, 400 Mr + 325 Mr
Market/ PoiHok :Russia / Poccus
Batch No / - Batch Quantity / . 800000.0 tab/
Cepust Ne ALy O6bem cepuu " 800000.0 Tab
Analytical Repovrt No/ - 040002721156 Date of Analysis / - 11.11.2024
AHanuTHyecKHi oTdeT Ne Jarta ananinsa
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JaTa 11poH3BOACTBA I'onen no
Mfg. License No. / MA number: /
IIpouzBoacTBEHHAS : MNB/05/263 : : JITI-Ne(003654)-(PT'-RU)
Homep PY

Junen3us Ne
Analysis performed according ND: / Anann3 nposeaes no HJI: JITI-Ne(003654)-(PI'-RU)-101123

a TaKXKe B COOTBETCTBUU CO CrelUPUKALUAMHU, COJACPIKAUMUCS B PETUCTPALIMOHHOM [IOChE CTPaHbI-UMIIOpTEpa.
3arucu 1o Npou3BOJACTBY, YIIAKOBKE U aHANK3Y [IPOBEPEHBI, U YCTAHOBIEHO UX COOTBETCTBHE TpeboBaHusaM ITpaBun

HaJnexaiieu ﬁpOM"SBOILCTBGHHOﬁ IIPaKTUKHU EBpa3m71c1<oro OKOHOMHYECKOT'O COrO3a».

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykr cooTBercTByeT TpeboBanusm HJ|

Opinion : APPROVED
3akarouenue: OJJOBPEHO

Hata: 11.11.2024

Jara: 11.11.2024

Prepared by / Checked by / Approved by: Manager/Executive

Iloarorosneno: Santosh Kumar IIposepeno: Pawan Kumar /Onobpeno: Menemxep /

Maurya /) PyxoBoautegs Amit Kumar
@" 4_/ o I\‘r/__;,/

Reprint Date: Reprint Date: Reprint Date}

Hata: 11.11.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tet: +91 40 4500 2500, Fax: +51 40 49C0 2999, Email: mail@drreddys.com
CIN: LS5195A4P1984PLCO04507

wvny drreddve.com




